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S ST U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs

o i<t
_'i': w Z Biopesticides and Pollution Prevention Division (7511C)
?6_; M g 1200 Pennsylvania Avenve NW

% g Washington, DC 20460

. &

NOTICE OF PESTICIDE:
X_ Registration
Reregistration

{under FIFRA. as amended)

EPA Reg. Number: Date of Issuance:

524-528

Term of |ssuznce; Conditional

Name of Pesticide Producl:
Com Event MONS63

Name and Address of Registrant (include ZIP Code}:

Monsanto Company
700 Chesterfield Parkway West
St. Louis, MO 63017

above EPA regisiration number,

Note; Changes in labeling differing tn substance from that accepted in connection with this regisiration must be submitted 16 and accepted by the
Bropesiicides and Pollution Prevention Division prior to use of the labet in commerce. In any cormespondence on this product always refer to the

Fungicide and Rodenticide Act.

exciusive use of the name or 1o iis use if it has been covered by others.

field com.

On the basis of information fumnished by the registrant, the zbove nzamed pesticide is hereby registered/reregistered under the Federal Insecticide,

Registration is in no way o be construed as an endorserment or recommendation of this product by the Agency. in order to protect health and the
environment, the Administralor, on her motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The
accepiance of ny name in connection with the registration of a product under this Act is not to be construcd as giving the registrant a right Lo

The registration application referred to above, submitted in connection with registration under §
3(c)(7)(C) of the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable
provided that you implement the following terms and conditions.

1) The subject registration will automaticaily expire on midnight May 1, 2004. The registration
must expire on this date because this is the date of expiration of the tolerance exemption under 40
CFR 180.1214. When and if the Agency registers this product, it is our understanding that
Monsanto intends to submit in the near future an amendment application to modify the expiration
date and a petition to amend the tolerance exemption under 40 CFR 180.1214 so that its expiration
date is removed. Based on the Agency’s review of the data submitted and cited in support of this
application, and provided that the Agency finalizes a rule which amends 40 CFR 180.1214 so that
its expiration date is removed; the Agency anticipates at this time that an expiration date Ihree years
from the initial date of registration for this product would be appropriate.

2) The subject registration will be limited to Baciltus thuringiensis Cry3Bb! Protein and the

Genetic Material Necessary for its Production (Vector ZMIR13L) in Event MONS63 Com use in

3} Submit/cite all data required for registration of your product under FIFRA § 3(¢)(5) when the
Agency requires registrants of similar products to submit such data.

Shmature of Approving Gfficial: /7/ AL ALl _ﬁﬁ\_&/’ f_r ﬁ,[

Date:

EPA Formi 8570-6



4) Submit production information for this product to Mr. Owen Beeder of Office of Pesticide Programs,
Registration Division {mail code 7505C) for the fiscal year in which this'product is conditionally
registered, in accordance with FIFRA § 29. The fiscal year begins October 1 and ends September 30.
Production information will be submitted to the Agency no later than December 15, following the end of
the preceding fiscal year.

5) Submit independent laboratory method validation (under OPPTS Guidelines 860.1340) to complete the
database for Cry3Bb] com within 12 months of the date of registration. Provide to the EPA laboratory
(Ft. Meade, MD) methodology and/or reagents necessary for validation of a Cry3Bb1 anaiytical method
within 6 months of the date of registration. The extraction and detection method as described for Cry3Bbl
protein appears to be adequate for analysis of Cry3Bb! protein in corn grain. However, this method must
be-validated by both an independent laboratory and the EPA Biological and Economic Analysis Division
laboratory before it can be considered a valid method. In addition, to assure that grain handlers have a test
method in place prior to harvest, you must make available Cry3Bbl1 strip tests to grain handlers and
demonstrate to the Agency this provision prior to September 2003. EPA understands that these are
‘qualitative’ test kits and that you are in discussions with USDA/GIPSA about providing methodology and
reagents for their use in developing a validated 'quantitative’ method for MON 863 and that this transfer of
materials will take place once registration occurs.

6) Submit expression data 1n terms of dry weight, as the amount of protein present in the given tissue.
Tissues for which expression data must be provided include: leaf, root, pollen, seed, and whole plant. In
addition, data for each of these tissues should be provided for young plants in rapid growth, during
flowering, and mature plants before harvest when that part of the plant is present. Data obtained for roots
should also include typical times when corn rootworm would be feeding. Data are due within 24 months
of the date of registration, provided the registration is amended to extend the registration date.

7) Submit field degradation studies evaluating accumulation and persistence of Cry3Bb1 in several
different soils in vanious strata. Representative fields must have been planted with MONS63 and include
both conventional tillage and no-till samples and be harvested under typical agronomic conditions.
Sampling must continue unti} the imit of detection is reached. Studies should include soils with high
tevels of a variety of clays. Both ELISA and insect bioassays need 1o be conducted and compared 1o
determine if Cry3Bb1 is accumulating or persisting in soil samples. A protocol is due within 90 days of
the date of registration, and a progress report is due within one year of the date of registration. If the
registration and tolerance exemption are amended 1o extend the expiration dates, a final report is due two
years from the date of registration.

8) Submit laboratory toxicity tests with Orius insidiosus (minute pirate bug), carabid (ground beetle), and
Tetraopes (red milkweed beetle) within 24 months of the date of registration, provided the registration is
amended to extend the registration date. Protocols are due within 120 days of the date of registration.

9) Full-scale field or semi-field studies with appropriate end points and statistical power must be
conducted. Submit intermediate and multi-year non-target organism field studies with statistical power.
You must submit final results to field studies previously summarized in MRID No0.456530-03 (the

carabid and nematode data are of particular interest) and annual reports each year of this registration every
April 30th.

10) Submit a six week broiler dietary study with 60% - 70% MON 863 com in the diet that is of

appropriate duration to represent the start and growing periods of the test species. Balanced diets should
be formuiated according to the National Research Council guidelines (“Nutrient Requirements of
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Pouliry,” Ninth Revised Edition, 1994) with the energy requirements of the test species being met by the
inclusion of com in the diet to assess hazards from chronic exposure of wild or domesticated fowl. A
protocol for poultry studies must be submitted within 90 days of the date of registration with a final report
submitted 18 months after approval of the protocol.

11) Submit the following insect resistance management/pest biology data. Protocols and data sets
identified in Monsanto’s 12/13/2002 letter must be submnitted within 90 days of the date of registration. A
progress report must be submitted by January 31, 2004. Provided the registration is amended to extend
the expiration date, the final reports must be submitted by January 31, 2006.

+  Research regarding adult and larval movement and dispersal, mating habits, ovipositional patterns,
number of imes a female can mate and fecundity.

* Research to determine if IRM strategies designed for WCRW and NCRW are appropriate for
MCRW

= Research regarding the mechanism of potential resistance of CRW to MON 863 is necessary 1o
develop an appropnate long-term IRM strategy. Monsanto must attempt to develop resistant CRW
colonies to aid in determining selection intensity.

= Research regarding the effect of WCRW ovipositing in soybean prior to overwintering and
extended diapause in NCRW on an IRM strategy needs further investigation.

+ Detailed summanes of the four data-sets tdentified in Monsanto’s December 13, 2002 letter should
be submitted to the Agency 0 support their conclusion that the initial resistance allele frequency is
<0.01.

» Baseline susceptibility studies currentty underway should be continued for WCRW and initiated
for NCRW and monitoring techniques such as discriminating dose concentration assays need to be
thoroughly investigated for their feasibility as resistance monitoring tools.

12} BPPD strongly urges Monsanio to submit data and information cited in the benefits assessment
(contained in the MONB63 Biopesticides Regulatory Action Document) to help measure the impacts and
potential benefits of the use of MON 863 com on a wide scale. {Note that this is not a required term or
condition of the registration.}

13) You must implement the following Insect Resistance Management Program:
The required IRM program for Cry3Bb1 B corn has the following elements:

1] Requirements relating to creation of a non-Cry3B8b/ Bt com refuge in conjunction with the planting of
any acreage of commercial Cry3Bb1 B com;

2] Requirements for the registrants to prepare and require Crv3Bb1 Bt corn users to sign ““grower
agreements” which impose binding contractual obligations on the grower to comply with the refuge
requirements;

3] Requirements for the registrants to develop, implement, and report 1o EPA on programs to educate
growers about IRM requirements;
Page 3 of 9 A{'



4] Requirements for the registrants to develop, implement, and report to EPA on programs to evaluate and
promote growers” compliance with IRM requirements (the Cry3Bbl Compliance Assurance Program
(CAP) must integrate with the CAP already approved for MONS10, EPA Registration Number 524-489);

5] Requirements for the registrants to develop, implement, and report to EPA on monitoring programs to
evaluate whether there are statistically significant and biologically relevant changes in target insect
susceptibility to Cry3Bbl protein in the target insects;

6] Requirements for the registrants to develop, and if triggered, to implement a “remedial action plan”
which would contain measures the registrants would take in the event that any insect resistance was

detected as well as to report on activity under the plan to EPA;

7} Submit annual reports on sales(by state and county), [IRM grower agreements results, compliance, and
educational program on or before January 31% each year beginning in 2004.

a. Refuge Reguirements

Grower agreements (also known as stewardship agreements) will specify that growers must adhere to the
refuge requirements as described in the grower guide/product use guide and/or in supplements to the
grower gumde/product use guide.

»  Specifically, growers must plant a structured refuge of at least 20% non-Cry3Bbl Br corn that may be
treated with insecticides as needed to control corn rootworm larvae. Growers will not be permitied to
apply CRW labeled insecticides to the refuge for control of insect pests while adult com rootworm are
present unless the Cry3Bbl field is treated in a similar manner.

« Refuge planting options include: refuge acres should be planted as blocks adjacent to MON 863 corn
fields or as in-field strips.

+ External refuges must be planted adjacent to Cry3Bb1 MON 863 fields.

»  When planting the refuge in strips across the field, refuges must be at least 6 rows wide, preferably 12
consecutive rows wide.

+ Insecticide treatments for control of corn rootworm larvae may be applied. Instructions to growers will
specify that insecticides labeled for control of com rootworm adults cannot be applied while adults are

present in the refuge unless the Cry3Bbl1 field is treated in a similar manner.

b. Grower Apreements

1] Persons purchasing the Br corn product must sign a grower agreement. The term “grower agreement”
refers to any grower purchase contract, license agreement, or similar legal document.

2] The grower agreement and/or specific Slé\\’ardship documents referenced in the grower agreement must
clearly set forth the terms of the current IRM program. By signing the grower agreement, a grower must
be contractually bound to comply with the requirements of the IRM program.

3] The regtstrant must develop a system (equivalent to what is already approved for MON 8§10, EPA Reg.
No. 524-489) which is reasonably likely 1o assure that persons purchasing the B¢ com product will affirm

S
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annually that they are contractually bound to comply with the requirements of the IRM program. The
proposed system will be submitted to EPA within 90 days from the date of registration. _

4] The registrant must use grower agreements and submit to EPA within 90 days from the date of
registration a copy of that agreement and any specific stewardship documents referenced in the grower
agreement. If Monsanto wishes to change any part of the grower agreement or any specific stewardship
documents referenced in the grower agreement that would affect either the content of the IRM program or
the tegal enforceability of the provisions of the agreement relating to the IRM program, thirty days prior 1o
implementing a proposed change, the registrant must submit to EPA the text of such changes to ensure
that it is consistent with the terms and conditions of the amendment. :

5] The registrant must establish a system {equivalent to what is already approved for MON 810, EPA Reg.
No. 524-489) which is reasonably likely to assure that persons purchasing the Bt corn sign grower
agreement(s), and must provide within 90 days from the date of the registration a written description of

" that system.

6] The registrant shall maintain records of all B corn grower agreements for a period of three years from
December 31st of the year in which the agreement was signed.

7] Beginning on January 31, 2004 and annually thereafter, the registrant shall provide EPA with a report
showing the number of units of its B MONB63 corn seeds sold or shipped and not retumed, and the
number of such units that were sold to persons who have signed grower agreements. The report shall
cover the time frame of the twelve-month period covering the prior August through July.

8] The registrant must allow a review of the grower agreements and grower agreement records by EPA or
by a State pesticide regulatory agency if the State agency can demonstrate that confidential business

information, including names, personal information, and grower license number, will be protected.

c. IRM Education and IRM Compliance Monitoring Programs

1} Monsanto must design and implement a comprehensive, ongoing [RM education program designed to
convey to Br MONB63 comn users the importance of complying with the IRM program. The program shall
include information encouraging Br MONS863 corn users to pursue optional elements of the IRM program
relating to refuge configuration and proximity to Br MONS863 com fields. The education program shall
involve the use of multiple media, e.g. face-to-face meetings, mailing written materials, EPA reviewed
language on IRM requirements on the bag or bag tag, and electronic communications such as by Internet,
radio, or television commercials. Copies of the materials will be provided to EPA for its records. The
program shall involve at least one written communication annually to each Bf MONS863 corn user separate
from the grower technical guide. The communication shalf inform the user of the current IRM
requirements. Monsanto shall coordinate its education programs with educational efforts of other
registrants and other organizations, such as the National Com Growers Association and state extension
programs. :

2] Annually, the registrant shall'revise, and expand as necessary, its education program to take into
account the information collected through the compliance survey required under paragraph 6} and from
other sources. The changes shall address aspects of grower compliance that are not sufficiently high.

3] Beginning January 31, 2004 and annually thereafter, the registrants must provide a report to EPA
summarizing the activities carmied out under the education program for the prior year and the plans for
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their education program during the current year. The registrant must etther submit a separate report or
contribute to the report from the industry working group (ABSTC).

4] The registrant must design and implement an ongoing IRM compliance assurance program designed to
evaluate the extent to which growers purchasing its MONS863 Bt com product are complying with the
IRM program and that takes such actions as are reasonably needed to assure that growers who have not
complied with the program either do so in the future or lose their access to the MONS863 Br corn product.
The registrant shall coordinate with other Bt corn registrants in designing and implementing its
compliance assurance program and integrate the Cry3Bbl CAP with the CAP already approved for
MONBS810, EPA Registration Number 524-489. The registrant must prepare and submit within 90 days of
the date of registration a written description of their compliance assurance program tncluding a summary
of the program implemented in the 2003 growing season. Other required features of the program are
described 1n paragraphs 5] - 15] below.

5} The registrant must establish and publicize a “phased compliance approach,” 1.e., a guidance document
that indicates how the registrant will address instances of non-compliance with the terms of the [RM
program and general criteria for choosing among options for responding to any non-compliant growers,
The options shall include withdrawal of the right to purchase MON863 Bt com for an individual grower
or for all growers in a specific region. An individual grower found to be significantly out of compliance
two years in a row would be denied sales of the product the next year. Similarly, seed dealers who are not
fulfilling their obligations to inform/educate growers of their IRM obligations will lose their opportumty
to sell MONS863 Br com.

6] The IRM compliance assurance program shall include an annual survey of a statistically representative
sample of Bt corn growers conducted by an independent third party. The survey shall measure the degree
of compliance with the IRM program by growers in different regions of the country and consider the
potential impact of non-response. The sample size and geographical resolution may be adjusted annually,
based upon input from the independent marketing research firm and academic scientists, to allow analysis
of compliance behavior within regions or between regions. The sample size must provide a reasonable
sensitivity for comparing results across the U.S.

71 The survey shall be designed 1o provide an understanding of any difficulties growers encounter in
implementing IRM requirements. An analysis of the survey results must include the reasons. cxtent, and
potential biological significance of any implementation deviations.

8] The survey shall be designed to obtain grower feedback on the usefulness of specific educationat tools
and initiatives.

9] The registrant shall provide a preliminary summary of their findings by November 15 and a final
written summary of the results of the prior year's survey (together with a description of the regions, the
methodology used, and the supporting data) to EPA by January 31 of each year. The registrant shall
confer with EPA on the design and content of the survey prior to its implementation,

10} Annually, the registrant shall revise, and expand as necessary, its compliance assurance program to
take into account the information collected through the compliance survey required under paragraphs 0]
through 8] and from other sources. The changes shall address aspects of grower comptiance that are not

“sufficiently high. The registrants must confer with the Agency prior to adopting any changes to a
previously approved CAP.

Page 6 of 9 (]



11] The registrant shall train its representatives who make on-farm visits with MON863 Br corn growers
to perform assessments of compliance with IRM requirements. In the event that any of these visits resuit
in the identification of a grower who is not in compliance with the IRM program, the registrant shall take
appropriate action, consistent with its “phased compliance approach,” to promote compliance.

12] The registrant shall carry out a program for investigating legitimate “tips and complaints” that its
growers are not in compliance with the IRM program. Whenever an investigation results in the
identification of a grower who is not in compliance with the IRM program, the registrant shall take
appropriate action, consistent with its “phased compliance approach.”

13] If a grower, who purchases MONS63 Bt com for planting, was specifically identified as not being in
compliance during the previous year, the registrant shall visit with the grower and evaluate whether that
the grower is in compliance with the IRM program for the current year.

14} Beginning January 31, 2004 and annually thereafter, Monsanto shall provide a report to EPA
summarizing the activiiies carried out under their compliance assurance program for the prior year and the
plans for the compliance assurance program during the current year. The report will include information
regarding grower interactions (including, but not limited to, on-farm visits, verified tips and complaints,
grower meetings and letters), the extent of non-compliance, corrective measures to address the non-
compliance, and any follow-up actions taken.

15] The registrant and the seed com dealers for the registrant must allow a review of the compliance
records by EPA or by a State pesticide regulatory agency if the State agency can demonstrate that
confidential business information, including the names, personal information, and grower license number
of the growers wiil be protected.

d. Insect Resistance Monitoning

The Agency is imposing the following conditions for this product:

1) The registrants will monitor for resistance and/or trends in increased tolerance for com rootworm.
Sampling should be focused in those areas in which there is the highest nsk of resistance development.
You must submit a protocol within 90 days of the date of registration.

2} The registrant shall provide to EPA a description of its resistance monitoring plan by January 31, 2004,
The descniption shall include: sampling (number of locations and samples per locations), sampling
methodology, bioassay methodology, standardization procedures, detection technique and sensitivity, and
the statistical analysis of the probability of detecting resistance.

3) The registrant must follow up on grower, extension specialist or consultant reports of less than
expected results or control failures for the com rootworm. The registrant will instruct its customers
(growers and seed distributors) to contact them (e.g., via a toli-free customer service number) if incidents
of unexpected levels of damage occurs from these target pests. The registrant will investigate all damage
reports submitted to the company or the company’s representatives. See Remedial Action Plans section
below.

3) A report on results of resistance monitoring and investigations of damage reports must be submitted to
the Agency annually by Aprit 30" each year for the duration of the conditional registration.
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e. Remedial Action Plans

A Remedial Action Plan covering both suspected and confirmed resistance for corn rootworm must be
submitted by 1/31/2004. If resistance 1s confirmed, all MON863 acres (MON863 Bt fields and non-
MONB63 Bt refuges) must be treated with insecticides targeted at CRW adults as well as larvae.

Annual Reports:

The registrant will provide an annual reports to EPA on its Cry3Bb1 PIP expressed in corn based on the

following table.

Report

Description

Due Date

Annual Sales

Reported by county and state summed by state

January 31% each year

beginning in 2004

Grower Agreement

Number of units of B comn seeds shipped or sold
and not returned, and the number of such units
that were sold to persens who have signed grower
agreements

January 31¥ each year
beginning in 2004

Grower Education

Education program completed previous year and

plan for next year

January 31¥ each year
beginning in 2004

Proposed Compliance
Plan

Wniten description of Compliance Assurance
Program

90 Days of the Date of
Registration

Compliance Assurance
Plan

Compliance Assurance Program Activities and
Results

January 31¥ each year
starting in 2004

Compliance

To include annual survey results and plans for the
next year '

Preliminary survey
report November 157
each year and full report
January 31" each year
thereafter

Insect Resistance
Monitoring

Submission of protocol

90 Days of the Date of
Registration

Insect Resistance
Monitoring

Description of the program including sampling
(number of locations and samples per locations),
sampling methodology, bioassay methodology,
standardization procedures, detection technique
and sensitivity, and the statistical analysis of the
probability of detecting resistance.

January 31, 2004
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Additional reports are due as described in the following table:

IRM Grower
Agreements

Proposed system to assure growers sign
grower agreements

80 Days of the Date of
Registration

IRM Affirmation Plan

System to assure annual affirmation by
growers of their IRM cbligations

90 Days of the Date of
Registration

Changes to Grower
Agreement and/or IRM
documents

Current grower agreement(s) and any
specific stewardship documents

At least 30 days before any
changes related to IRM are
expected to be imposed.

Insect Resistance
Monitonng Results

Results of monitoring and ivestigations
of damage reports

April 30" each year

If these conditions are not complied with, the registration will be subject to cancellation in accordance
with FIFRA sec. 6(e). Your release for shipment of the product constitutes acceptance of these

conditions.

A stamped copy of the label 15 enclosed for your records.

Enclosure

Sincerely,

il [ —

Jdnet L. Andersen, Ph.D, Director
Biopesticides and Pollution
Prevention Division (7511C)

Page 9 of B9
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Corn Event MON 863: Rootworm Protected Corn

[Aliernate brand name: YieldGard® Rootworm: Rootworm Protection]
This product is effective in controlling damage caused by comn rootworm larval feeding on com
TOOlS. -
Active Ingredient:

Bacillus thuringiensis Cry3Bb! protein and the genetic matenal necessary for its
production (ZMIR13L} in event MON 863 com...................... 0.001 - 0.006%

Other Ingredients:

Substance produced by a marker gene and the genetic material necessary for its
production (ZMIR13L) in event MON 863 com............... 0.00002 - 0.00003%

Percentage (wt/wt) on a dry weight basis.

Keep Out of Reach of Children

CAUTION

® YieldGard is a trademark of Monsanto Technology LLC

EPA Registration No. 524-528

EPA Establishment No. 524-MO-002

©2003 Monsanto Company ' ::5‘_;::.':;-;; JREES )_3;-«
700 Chesterfield Parkway West SR a0 5. B WL St
St. Louis, MO 63017

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labeling.

The following information regarding commercial production must be included in the Event MON
863 Technology Use Guide.

Monsante Company 00-CR-032E-19 - Page 40 of 45
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Insect Resistance Management

Growers of Corn Event MON 863: Rootwonnm Protected Corn rust adhere to the following
refuge requirements. Growers must plant a structured refuge of at least 20% non-Event MON

863 com.

Refuge planting options include: adjacent blocks or in-field strips. If blocks are implemented
they must be adjacent to the Com Event MON 863 field. If in-field stnps within a com field are
implemented, then at least 6, and preferably 12 consecutive rows should be planted with non-
event MON 863 corn.

The refuge and Comn Event MON 863 acres shotuld be managed under comparable agronomic
regimes. Refuge and Cormn Event MON 863 acres'should both be iigated if irngation is used.
In regions where corn is cropped continuously, refuge and Corn Event MON 863 acres should be
planted in a continuous cropping regime. The refuge may be placed only on first-year com acres
if the Event MON 863 com is planted on first-year com acres.

Growers have the option of applying conventional insecticides to the comn refuge for contrel of
corn rootworm larvae. Growers are not permiited to apply agents for control of adult com
rootworm 1o the refuge as this would render the refuge less effective. If growers opt to treat for
other insects present in the refuge while adult corn rootworm are present, then the Com Event
MON 863 acres must be treated in a like manner.

These refuge requirements do not apply to operations engaged in the propagation of inbred seed
COMm.

Corn Insects Controlled or Suppressed

Comn has been genetically transformed to produce the B.r. protein, Cry3Bbl, for control or
suppression of the following coleopteran insects:

Weslern com rootworm (Diabrotica virgifera virgifera)

Northern com rootworm (Diabrotica barberi)
Mexican com rootworm (Diabrotica virgifera zeae)

o~
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

U.S. ENVIRONMENTAL PROTECTION AGENCY
Office of Pesticide Programs
Biopesticides and Pollulion Prevention Division (7511C)
1200 Pennsylvania Avenue NW
Washington, DC 20466

NOTICE QOF PESTICIDE:
_X_ Registration
- ___ Reregistration

(under FIFRLA, a5 amended)

Date of lssuance:

Taf2( g

EPA Reg. Number

524-528

Term of Issuance: Conditionai
Wame of Pesticide Product:
Corn Event MONE63

Monsanto Company
700 Chesterfield Parkway West
St. Louis, MO 63017

Name and Address of Registrant (include ZIP Code):

Note: Changes in labeling differing in subsiance from that sccepted in conneclion with this registration must be submited to and accepied by the
Biopesticides and Polhution Prevention Division prior to use of the labe} in commerce. In any correspondence on Lhis product abways refer 1o Lhe
above EPA registration number.

field com.

On the basis of information fum:shcd by the regisirani, the abo\e named pesticide is hereby registered/reregistered under ihe Federal Insecticide,
Fungicide and Rodenticide AL

Registration is in ne way 10 be construed as an endorserment or recommendation of this product by the Agency. In order 1o pretect heshih znd the
environment, the Administrator, on her motion, may at any time suspend or cancel the registration of 2 pesticide in accordance with the Act. The
acceptance of any name in connection with the registration of a product under this Act {5 not to be construed as giving the regisirani z right to

exclusive use of the name or to its use if it has been covered by others.

The registration application referred to above, submitted in connection with registration under §
3(c)(7)(C) of the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable
provided that you implement the following terms and conditions.

1) The subject registration will automatically expire on midnight May 1,
must expire on this date because this is the date of expiration of the tolerance exemption under 40
CFR 180.1214. When and if the Agency registers this product, it is our understanding that
Monsanto intends to submit in the near future an amendment application to modify the expiration
date and a petition to amend the tolerance exemption under 40 CFR 180.1214 so that its expiration
date is removed. Based on the'Agency’s review of the data submitted and cited in support of this
application, and provided that.the Agency finalizes a rule which amends 40 CFR 180.1214 so that
its expiration date is removed; the Agency anticipates at this time that an expiration date three years
from the initial date of registration for this product would be appropriate.

2) The subject registration will be limited to Bacillus thuringiensis Cry3Bb1 Protein and the

Genetic Material Necessary for its Production (Vector ZMIR13L) in Event MONS863 Corn use in

3} Submit/cite all data requ'i'r'éd for registration of your product under FIFRA § 3(c)(5) when the
Agency requires registrants of similar products to submit such data.

2004. The registration
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4) Submit production imttiifala forihiEPrIBRLMEMA O TRTRN AOFNEX of Pesticide Programs,
Registration Division (mail code 7505C) for the fiscal year in which this product 1s conditionally
registered, in accordance with FIFRA § 29. The fiscal year begins October 1 and ends September 30.
Production information will be submitted to the Agency no later than December 15, following the end of
the preceding fiscal year.

5) Submit independent laboratory method validation (under OPPTS Guidelines 860.1340) to complete the
database for Cry3Bbl corn within 12 months of the date of registration. Provide to the EPA laboratory
(Ft. Meade, MD) methodology and/or reagents necessary for validation of a Cry3Bbl analytical method
within 6 months of the date of registration. The extraction and detection method as described for Cry3Bbl
protein appears to be adequate for anatysis of Cry3Bbl protein in corn grain. However, this method must
be validated by both an independent laboratory and the EPA Biological and Economic Analysis Division
laboratory before it can be considered a valid method. In addition, to assure that grain handlers have a test
method in place prior to harvest, you must make available Cry3Bbl strip tests to grain handlers and
demonstrate to the Agency this provision prior to September 2003, EPA understands that these are
'qualitative’ test kits and that you are in discussions with USDA/GIPSA about providing methodology and
reagents for their use in developing a validated 'quantitative’ method for MON 863 and that this transfer of
matenals will take place once registration occurs.

6) Submit expression data in terms of dry weight, as the amount of protein present in the given tissue.
Tissues for which expression data must be provided include: leaf, root, pollen, seed, and whole plant. In
addition, data for each of these tissues should be provided for young plants in rapid growth, duning
flowenng, and mature plants before harvest when that part of the plant is present. Data obtained for roots
should also include typical times when com rootworm would be feeding. Data are due within 24 months
of the date of registration, provided the registration is amended to extend the registration date.

7) Submit field degradation studies evaluating accumulation and persistence of Cry3Bbl in several
different soils in various strata. Representative fields must have been planted with MONS63 and include
both conventional tillage and no-till samples and be harvested under typical agronomic conditions.
Sampling must continue until the limit of detection is reached. Studies should include soils with high
levels of a variety of clays. Both ELISA and insect bioassays need to be conducted and compared 1o
determine if Cry3Bb] is accumulating or persisting in soil samples. A protocol is due within 90 days of
the date of registration, and a progress report is due within one year of the date of registration. If the
registration and tolerance exemption are amended to extend the expiration dates, a final report is due two
years from the date of registration.- '

&) Submit laboratory toxicity tests with Orius insidiosus (minute pirate bug), carabid (ground beetle), and
Tetraopes (red milkweed beetle) within 24 months of the date of registration, provided the registration is
amended to extend the registration date. Protocols are due within 120 days of the date of registration.

9) Full-scale field or semi-field studies with appropriate end points and statistical power must be
conducted. Submit intermediate and multi-year non-targel organism field studies with statistical power.
You must submit final results to field studies previously summarized in MRID No0.456530-03 (the
carabid and nematode data are of particular interest) and annual reports each year of this registration every
April 30th.

10) Submit a six week broiler dietary study with 60% - 70% MON 863 com in the diet that is of

o :;j-rgpﬁnm duratinn to represent the siart and CONGHRRENERDdS of the test species. B ced diets should
beformulated agbording to thq National Redearch Councll guidelines ([Nutrient Reduirements of
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Poultry,” Ninth Revised’Fd#idh 3 T99HVWAVIROE B A SIRATERT NHGENCGhecies being met by the
inclusion of com in the diet to assess hazards from chronic exposure of wild or domesticated fowl. A
protocol for poultry studies must be submitted within 90 days of the date of registration with a final repont
submitted 18 months after approval of the protocol.

11) Submit the following insect resistance management/pest biology data. Protocols and data sets
identified in Monsanto’s 12/13/2002 letter must be submitted within 90 days of the date of registration. A
progress report must be submitted by January 31, 2004. Provided the registration is amended to extend
the expiration date, the final reports must be submitted by January 31, 2006.

+  Research regarding adult and larval movement and dispersal, mating habits, ovipositional patterms,
number of times a female can mate and fecundity.

» Research to determine 1f IRM strategies dcmgned for WCRW and NCRW are appropriate for
MCRW

» Research regarding the mechanism of potential resistance of CRW to MON 863 is necessary to
develop an appropnate long-termn IRM strategy. Monsanto must attempt to develop resistant CRW
colonies to aid in determining selection intensity.

» Research regarding the effect of WCRW ovipositing in soybean prior to overwintering and
extended diapause in NCRW on an IRM strategy needs further investigation.

» Detailed summaries of the four data-sets identified in Monsanto’s December 13, 2002 letter should

be submitted to the Agency to support their conclusion that the imitial resistance allete frequency is
<0.01.

+ Baseline suscepiibility studies currently underway should be continued for WCRW and initiated
for NCRW and monitoring techniques such as discriminating dose concentration assays need to be
thoroughly investigated for their feasibility as resistance monitoring tools.

12) BPPD strongly urges Monsanto to submit data and information cited in the benefits assessment
{contained in the MONS863 Biopesticides Regulatory Action Document) to help measure the impacts and
potential benefits of the use of MON 863 comn on a wide scale. [Note that this is not a required term or
condition of the registration. ]

13) You must implement the following Insect Resistance Management Program:

The required IRM program for Cry3Bb1 B¢ corn has the following elements:

1] Requirements relating to creation of a non- Cry3Bb} Bt com refuge in conjunction with the planting of
any acreage of commercial Cry3Bb1 Br comn,;

2] Requirements for the registrants to prepare and require Cry3B8b/ Bt com users o sign “grower
agreements” which impose binding contractual obligations on the grower to comply with the refuge

requirements;

3] Requirements for the regisirants to develoncdngysaenessand report to EPA on programs. o educate

5
wao‘gr vers about IRM requirements;
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4] Requirements for the SR ItRAMEAd Eé@%?ﬂﬁﬁéﬁ%ﬁk FRALHE REPGE R Brograms to evaluate and

promote growers’ compliance with [RM requirements (the Cry3Bbl Compliance Assurance Program
(CAP) must integrate with the CAP already approved for MONS810, EPA Registration Number 524-489),

5] Requirements for the registrants to develop, implement, and report to EPA on monitoning programs to
evaluate whether there are statistically significant and biologically relevant changes In target insect
susceptibility to Cry3Bb! protein in the target msects;

6) Requirements for the registrants to develop, and if triggered, to implement a “remedial action plan™
which would contain measures the registrants would take 1n the event that any insect resistance was

detected as well as to report on activity under the plan to EPA;

7] Submit annual reports on sales(by state and county), IRM grower agreements results, compliance, and
educational program on or before January 31 each year beginning in 2004.

a. Refuee Requirements

Grower agreements (also known as stewardship agreements) will specify that growers must adhere to the
refuge requirements as described in the grower guide/product use guide and/or in supplements to the
grower guide/product use guide.

+ Speoifically, growers must plant a structured refuge of at least 20% non-Cry3Bb1 Bt corn that may be
treated with insecticides as needed to control com rootworm larvae. Growers will not be permitted to
apply CRW labeled insecticides to the refuge for control of insect pests while adult com rootworm are
present unless the Cry3Bbt field is treated in a similar manner.

* Refuge planting options include: refuge acres should be planted as blocks adjacent to MON 863 comn
fields or as in-field strips.

*  External refuges must be planted adjacent to Cry3Bb1 MON 863 fields.

= When planting the refuge in strips across the field, refuges must be at least 6 rows wide, preferably 12
consecutive rows wide,

* Insecticide treatments for control of corn rootworm larvae may be applied. Instructions to growers will
specify that insecticides labeled for control of corn rootworm adults cannot be applied while adults are

present in the refuge unless the Cry3Bb] field is treated in a similar manner.

b. Grower Agreemenis

1] Persons purchasing the Bf corn product must sign a grower agreement. The term “grower agreement”
refers to any grower purchase contract, license agreement, or similar legal document.

2] The grower agreement andx‘oi-"é‘peciﬁc stewardship documents referenced in the grower agreement must
clearly set forth the terms of the current IRM program. By signing the grower agreement, a grower must
_be contractually bound to comply with the requirements of the IRM program.

3} Theregistrant must deyelop a system (equi€SHGHARFMARS |s already appraved for MON 810 EPA Reo
svusonM 574 :489) which is reasongbly likely to dssure that petsons purchasing the B¢ corh product will affirm
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annually that they are co%ﬁ%?aE%BEEthbV&B%ﬁE%Ttﬁ!{r%%@aﬁ%@%&‘w IRM program. The

proposed system will be submitted to EPA within 90 days from the date of registration.

4] The registrant must use grower agreements and submit to EPA within 90 days from the date of
registration a copy of that agreement and any specific stewardship documents referenced in the grower
agreement. If Monsanto wishes to change any part of the grower agreement or any specific stewardship
documents referenced in the grower agreement that would affect either the content of the IRM program or
the legal enforceability of the provisions of the agreement relating to the IRM program, thirty days prior to
impiementing a proposed change, the registrant must submit to EPA the text of such changes to ensure
that it is consistent with the terms and conditions of the amendment.

5} The registrant must establish a system (equivalent to what is already approved for MON 810, EPA Reg,
No. 524-489) which is reasonably likely to assure that persons purchasing the Bt com sign grower
agreement(s), and must provide within 90 days from the date of the registration a written descniption of
that system.

6) The registrant shall maintain records of all Bt corn grower agreements for a period of three years from
December 31st of the year in which the agreement was signed.

7] Beginming on January 31, 2004 and annually thereafter, the registrant shall provide EPA with a report
showing the number of units of its B MONS863 corn seeds sold or shipped and not returned, and the
number of such units that were sold to persons who have signed grower agreements. The report shall
cover the time frame of the twelve-month period covering the prior August through July.

8] The registrant must aliow a review of the grower agreements and grower agreement records by EPA or
by a State pesticide regulatory agency if the State agency can demonstrate that confidential business

information, including names, personal information, and grower license number, will be protected.

c. IRM Education and IRM Compliance Monitoring Programs

1] Monsanto must design and implement a comprehensive, ongoing IRM education program designed to
convey to Bt MONRG3 comn users the importance of complying with the IRM program. The program shall
include information encouraging 81 MONSG3 com users to pursue optional elements of the IRM program
relating to refuge configuration and proximity to Bf MONS863 com fields. The education program shali
involve the use of multiple media, e.g. face-to-face meetings, mailing written materials, EPA reviewed
language on IRM requirements on the bag or bag tag, and electronic communications such as by Internet,
radio, or television commercials. Copies of the materials will be provided to EPA for its records. The
program shall involve at least one written communication annually to each Br MONBSG63 com user separate
from the grower technical guide. The communication shall inform the user of the current IRM
requirements. Monsanto shall coordinate its education programs with educational efforts of other
registrants and other organizations, such as the National Corn Growers Association and state extension
programs.

2} Annually, the registrant shall révise, and expand as necessary, its education program to take into
account the information collected through the compliance survey required under paragraph 6) and from

~other sources. The changes shall address aspects of grower compliance that are not sufficiently high.

31 Beginning Tannary 31 2004 and annually 1GQWEYRReWMEETcoistrants must provide areport 1o EPA

svuaogy marizing thejactivities cargied out underjthe educatiog program for khe prior yeat and the plang for
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their education programutfﬁgﬁftﬂgéaﬁélﬁ’yéﬁo’mg’fgé‘éﬂ%ﬁ%ﬁgﬁéﬁﬁeégﬁffﬁﬁ a separate report or
contribute to the report from the industry working group (ABSTC).

4] The registrant must design and implement an ongoing IRM compliance assurance program designed to
evaluate the extent to which growers purchasing its MON863 Bt com product are complying with the
IRM program and that takes such actions as are reasonably needed to assure that growers who have not
complied with the program either do so in the future or lose their access to the MON863 B corn product.
The registrant shall coordinate with other B¢ corn registrants in designing and implementing its
compliance assurance program and integrate the Cry3Bbl CAP with the CAP already approved for
MONB810, EPA Registration Number 524-489. The registrant must prepare and submit within 90 days of
the date of registration a written description of their compliance assurance program including a summary
of the program implemented in the 2003 growing season. Other required features of the program are
described in paragraphs 5] - 15] below.

5] The registrant must establish and publicize a “phased compliance approach,” t.e., a guidance document
that indicates how the registrant will address instances of non-compliance with the terms of the IRM
program and general critena for choosing among options for responding to any non-compliant growers,
The options shall inciude withdrawal of the nght to purchase MON863 Bt corn for an individual grower
or for all growers in a specific region. An individual grower found to be significantly out of compliance
two years in a row would be'denied sales of the product the next year. Similarly, seed dealers who are not
futfiliing their obligations to inform/educate growers of their IRM obligations will lose their opportunity
to sell MONBS863 Bt com.

6} The IRM compliance assurance program shall include an annual survey of a statistically representative
sample of Bt corn growers conducted by an independent third party. The survey shall measure the degree
of compliance with the IRM program by growers in different regions of the country and consider the
potential impact of non-response. The sample size and geographical resolution may be adjusted annually,
based upon input from the independent marketing research firm and academic scientists, to allow analysis
of compliance behavior within regions or between regions. The sample size must provide a reasonable
sensitivity for comparning results across the U.S.

71 The survey shail be designed to provide an understanding of any difficulties growers encounter in
implementing IRM requirements. An analysis of the survey results must include the reasons, extent, and
potential biological significance of any implementation deviations.

S] The survey shall be designed to obtain grower feedback on the usefulness of specific educational tools
and inttiatives,

9] The registrant shall provide a preliminary summary of their findings by November 15 and a final
written summary of the results of the prior year’s survey (together with a description of the regions, the
methodology used, and the supporting data) 1o EPA by January 31 of each year. The registrant shall
confer with EPA on the design and content of the survey prior to its implementation.

10} Annually, the registrant shalirevise, and expand as necessary, its compliance assurance program to
take mto account the information collected through the compliance survey required under paragraphs 6)
through 8] and from other sources. The changes shall address aspects of grower compliance that are not

sufficiently high. The registrants must confer with the Agency prior to adopting any changes to 2
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11] The registrant shall {BYRSR ?J&EE&E’&%QMH&&E SRBAEFVIAQN AENAONRE3 Br comn growers

to perform assessments of compliance with IRM requirements. In the event that any of these visits result
1n the 1dentification of a grower who 1s not in compliance with the IRM program, the registrant shall take
appropriate action, consistent with its “phased compliance approach,” to promote compliance.

12] The registrant shall carry out a program for investigating legitimate “tips and complaints™ that its
growers are not in compliance with the IRM program. Whenever an investigation results in the
identification of a grower who is not in compliance with the IRM program, the registrant shali take
appropnate action, consistent with its “phased compliance approach.” '

13] If a grower, who purchases MONS863 Bt com for planting, was specifically identified as not being in
comphance during the previous year, the registrant shall visit with the grower and evaluate whether that
the grower 1s in compliance with the IRM program for the current year.

14] Beginning January 31, 2004 and annually thereafter, Monsanto shall provide a report to EPA
summanzing the activities carried out under their compliance assurance program for the prior year and the
plans for the compliance assurance program during the current year. The report will include information
regarding grower interactions (including, but not limited to, on-farm visits, verified tips and complaints,
grower meetings and letters), the extent of non-compliance, corrective measures to address the non-
compliance, and any follow-up actions taken.

15] The registrant and the seed corn dealers for the registrant must allow a review of the compliance
records by EPA or by a State pesticide regulatory agency if the State agency can demonstrate that
confidential business information, including the names, personal information, and grower license number
of the growers will be protected.

d. Insect Resistance Monitoring

The Agency is imposing the following conditions for this product:

1) The registrants will monitor for resistance and/or trends in increased tolerance for com rootworm.
Sampling should be focused in those areas in which there is the highest sk of resistance development.
You must submit a protocol within 90 days of the date of registration.

2) The registrant shall provide to EPA a description of its resistance monitoring plan by January 31, 2004.
The description shall include: . sampling (number of locations and samples per locations), sampling
methodolagy, bicassay methedology, standardization procedures, detection technique and sensitivity, and
the statistical analysis of the probability of detecting resistance.

3) The registrant must follow up on grower, extension specialist or consultant reports of less than
expected results or control failures for the com rootworm. The registrant will instruct its customers
(growers and seed distributors) to contact them (e.g., via a toll-free customer service number) if incidents
of unexpected levels of damage occurs from these target pests. The registrant will investigate all damage
reports submitted to the company or the company’s representatives. See Remedial Action Plans section
below.

3) . A report on results of resistance monitoring and investigations of damage reports must be submitted to

—.Lhﬁ.,ﬁgggﬁg}: annually by April 30% parch WEAL f&WQMﬁ of the conditional registration
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e. Remedial Action plaHgllTED STATES ENVIRONMENTAL PROTECTION AGENCY

A Remedial Action Plan covering both suspected and confirmed resistance for com rootworm must be
submitted by 1/31/2004. If resistance is confirmed, all MON863 acres (MON863 Bt fields and non-
MONSR63 Bt refuges) must be treated with insecticides targeted at CRW adults as well as larvae.

Annual Reports:

The registrant will provide an annual reports to EPA on its Cry3Bbl PIP expressed in corn based on the

following table.

Report

Descnption

Due Date

Annual Sales

Reported by county and state summed by state

January 31* each year
beginning in 2004

Grower Agreement

Number of units of Bt com seeds shipped or sold
and not returned, and the number of such units
that were sold to persons who have signed grower
agreements

January 31* each year
begining in 2004

Grower Education

Education program completed previous year and
plan for next year

January 31* each year
beginning in 2004

Proposed Compliance
Plan

Written description of Compliance Assurance
Program - :

90 Days of the Date of
Registration

Compliance Assurance
Plan

Comphance Assurance Program Activities and
Results

January 31" each year
starting in 2004

Compliance

To include annuai survey results and plans for the
next year

Preliminary survey
report November 15
each year and full report
Januvary 31" each year
thereafter

Insect Resistance
Monitoring

Submission of protocol

90 Days of the Date of
Registration

Insect Resistance

Description of the program including sampling

January 31, 2004

Monitoring (number of locations and samples per locations),
sampling methodology, bioassay methodology,
standardization procedures, detection technique
and sensitivity, and the statistical analysis of the
probability of detecting resistance.
COMCURRENCES
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UNITED STATES ENVIRCNMENTAL PROTECTION AGENCY

Additional reports are due as descnbed in the following table:

IRM Grower Proposed system to assure growers sign 80 Days of the Date of

Agreements Srower agreements Registration

IRM Affirmation Plan | System to assure annual affirmation by 90 Days of the Date of
growers of their IRM obligations Registration

documents

Changes to Grower
Agreement and/or [RM

Current grower agreement(s) and any
specific stewardship documents

At least 30 days before any
changes related to IRM are

expected to be imposed.

Insect Resistance
Monitonng Results

Results of momitonng and investigations
of damage reports

April 30" each year

If these conditions arc not complied with, the registration will be subject to cancellation in accordance
with FIFRA sec. 6(e). Your release for shipment of the product constitutes acceptance of these

conditions.

A stamped copy of the label 1s enclosed for your records.

Enclosure

Sincerely,

a*u.u/% {24

]
s

7 Jjanet L. Andersen, Ph.D. Director

Biopesticides and Pollution
Prevention Division (7511C)
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WASHINGTON, D.C. 20460
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Cepm 22 2003

MEMORANDUM

SUBJECT: Consideration of Section 3(c}(7)(C) Conditional Registrations for the Monsanto
Company Bt Com Plant-Incorporated Protectant Bacitlus thuningiensis Cry3Bbl
Protein and the Genetic Material Necessary for its Production (Vector ZMIR13L)

in Event MON863 Comn: (EPA File Symbol 524-LEI)

-DECISION MEMORANDUM-

FROM: Janet L. Andersen, Ph.D., Director ﬁfuﬁz ,1/_}?()_)@——'/

Biopesticides and Pollution Preventj¢# Division
TO: James }. Jones, Deputy Director

Office of Pesticide Programs

I. ISSUE

Should the Agency conditionally register Monsanto Company’s Bt corn product pursuant lo
FIFRA §3(c)(7)C)?

I1. BACKGROUND

Active Ingredient

Cry3Bbl protein is a delta-endotoxin from Bacillus thuringiensis spp. kumamotoensis and has
activity against certain beetles. The wild-type cry3Bbi gene was modified to enhance the
protein’s activity against the com root worm complex.

EUPs and Tolerance Exemption

Several experimental use permits and amendment/extensions have been granted by the Agency
since April 2000 for different Cry3Bbl com plant-incorporated protectants, EPA EUP Numbers
524-EUP-80, -92, and -93. A tolerance exemption was established for Bacillus thuringiensis
Cry3Bbl protein and the genetic matenal for its production in corn on May 11, 2001. This
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tolerance exemption was codified under 40 CFR Part 180.1214 and expires on May 1, 2004.
Monsanto has indicated their intent 10 submit a petition amending the Cry3Bbl com tolerance
exemption to remove the expiraiion date once they obtain commercial approval.

Recistration Application and Public Comments

On March 1, 2001, EPA announced receipt of Monsanto’s Event MONB63 Cry3Bbl com seed
increase registration application (EPA File Symbol 524-LE]) pursuant to the provisions of
section 3(c)(4) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) (66 FR

" 15435). On March 13, 2002, EPA announced receipt of a revised application from Monsanto
for EPA File Symbol 524-LEI for full commercial use. Finally, on July 24, 2002, EPA
announced a meeting of the FIFRA Scientific Advisory Panel (SAP) to consider and review con
rootworm plant-incorporated proteciant insect resistance management and non-target insect
issues (67 FR 48461).

Approximately 937 comments were received by EPA In response to these announcements.
Comments were received from private citizens, independent farmers, farm cooperatives, farm
industry representatives, trade organizations, advocacy groups, academic researchers, and
government officials. Comments received included handwritten letters, typed letters, e-mails,
faxes, and slide presentations from the SAP meeting.

Several organizations interested in the registration of MON 863 sponsored letter writing
campaigns to promote their interests and provided form letters for members or other interested
citizens to submit to EPA. Six master form letters were identified. The onginating organizations
for these campaign letters were not apparent, and the master letters were identified on the basis of
the most consistently copied text. Most of the 937 comments received were form letters (S1 '
percent). In some cases the form letters were signed and mailed without alteration. However,
many commenters added personalized comments or edited the form letters to better express their
mndividual views.

About 88 percent of the 937 comments were received from private citizens. Support or
opposition of the registration was not iracked for individual commenters; however, all six of the
master form letters expressed support for the registration of MON 863. Based on the large
number of form leiters received and the large number of letters received from private crizens,
most of the pnivate citizens who commented on the application generally support registration.

Some of the major environmental or public interest groups included the Center for Science in
Public Interest, Foundation E.A R.T.H., Greenpeace, The Sierra Club, The Xerces Society, and
Union of Concerned Scientists. The Center for Science in Public Interest did not express strong
support or opposition 1o the registration of MON 863, but did provide a detailed analysis
identifying perceived flaws in the Insect Resistance Management (IRM) plan. Foundation
E.A.R.T.H., an environmental organization focusing on agriculture, supporied approval of the
registration based on an impact survey of 300 corn growers who, by and large, were interested in
reducing pesticide use and using a seed product like MON 863. "Greenpeace, The Sierra Club,

2
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and The Xerces Society, all environmentat advocacy groups, along with the Union of Concerned
Scientists, a public interest group, opposed approval of the appilication claiming that insufficient
scientific data are available. Each of these groups provided lengthy comments and/or
independent evaluations of the application matenals submutted by Monsanto.

Agricultural trade associations generally supported approval of registration of MON 863.

Among these trade associations were the American Seed Trade Association, the Agribusiness
Association of lowa, the Tllinois Com Growers Association, the Iowa Com Growers Association,
the Nebraska Corn Growers Association, the lowa Seed Association, the Natiopal Grain and
Feed Association, and the National Wild Turkey Federation. A representative of the National
Com Growers Association supported the registration and expressed the importance of a workable
IRM plan. The Illinois Corn Growers Association expressed concerns about handling and
marketing the product.

Approximately 20 seed and grain companies submitted comments in support of registration of
MON 863. Entomologists from research and academic organizations including the NCR-46
committee (a technical committee of research and extension entomologists), lowa State
Untversity, Kansas State University, Michigan State University, Pennsylvania State University,
and the University of Delaware also expressed support of the registration. Government
representatives of the Illinois Department of Agniculture, Iilinois State Senate, lowa Department
of Agnculture, Nebraska Department of Agriculture, Ohio Department of Agnculture, Texas
House of Representatives, Texas Senate, and U.S. Department of Agriculture all supported
registration of MON 863.

BPPD will do a separate response to comment document that will be available at the time the
registration decision is announced in the Federal Register. We anticipate this will be within
approximately 30 days.

HI. RATIONALE FOR RECOMMENDATION

Pursuant to FIFRA section 3(c}(7)(C), EPA may conditionally register a new pesticide aclive
ingredient for a period of time reasonably sufficient for the generation and submission of
required data that are lacking because insufficient time has elapsed since the imposition of the
data requirement for those data to be developed. EPA may grant such conditional registration
only if EPA determines that (1) the use of the pesticide product during the period of the
conditional registration will not cause any unreasonable adverse effect on the environment, and
(2) the registration and use of the pesticide during the conditional registration is in the public
interest. BPPD determines that all of the relevant criteria have been fulfilled.

BPPD determines that it is appropriate to conditionally register the MON 863 product under
Section 3(c)(7)C) because insufficient time has elapsed since the imposition of the data
requirements for: )



1} Independent laboratory analytical method validation.

2) Cry3Bbl protein expression data in terms of dry weight, as the amount of protein present in
the given tissue. '

3) Field degradation studies evaluating accumulation and persistence of Cry3Bbl protein in
several different soils in vanous strata.

4) Laboratory toxicity test with Orius insidiosus (minute pirate bug).

5) Laboratory toxicity test with carabid (ground beetle).

6) Laboratory toxicity test with Tetracpes (red milkweed beetle).

7) Intermediate and multi-year non-target orgamsm field studies with statistical power.

8) A stx week broiler dietary study. -

9) Research regarding com rootworm adult and larval movement and dispersal, mating habits,
ovipositional patterns, number of times a female can mate and fecundity.

10) Research to determine if IRM strategies designed for WCRW and NCRW are appropriate for
MCRW.

11) Research regarding the mechanism of potential resistance of CRW to MON 863. Monsanto
must attempt to develop resistant CRW colonies to aid in determining selection intensity.

12) Research regarding the effect of WCRW ovipositing in soybean prior to overwintering and
extended diapause in NCRW on an IRM strategy.

13) Detailed summaries of the four data-sets identified in Monsanto's December 13, 2002 lctter
should be submitted to the Agency to support their conclusion that the initial resistance allele
frequency is <0.01.

14} Continuation of baseline susceptibility studies currently underway for WCRW and initiation
for NCRW and monitoring techniques such as discriminating dose concentration assays, as well
as investigation of their feasibility as resistance monitoring tools. -

The applicant has submitted or cited data sufficient for BPPD to determuine that conditional
registration of MON 863 under FIFRA 3(c)(7)(C) will not result in unreasonable adverse effects
to the environment, as discussed above. Monsanto Company submitted and/or cited satisfactory
data pertaining to the proposed use. The human health effects data and non-target organism
effects data are considered sufficient for the period of the conditional registration. These data
demonstrate that no foresceable human health hazards or ecological effects are likely to anse
from the use of the product and that the nisk of resistance developing to Bacillus thuringiensis
Cry3Bbl protein during the conditional registration 1s not expected to be significant. The data
also demonstrate that there 1s virtually no possibitity of any risk associated with weediness or
outcrossing to wild relatives.

Registration of Bacillus thuringiensis Cry3bb] protein and the genetic material necessary for its

~ production (vector ZMIR3L) in event MONS63 corn is in the public interest because MON 863
comn 1s less nisky to human health and/or the environment than currently registered pesticides and
the improved season long protection and practical benefits of ease of MON 863 use exceed those
of the currently registered alternatives, most of which are restricted use products — Specifically:
1) for the first 3 year, MON 863 is projected to reduce conventional pesticide use-by 12.5 million
Ibs active ingredient on 7.5 million corn acres (0.1 carbamates, 3.5 pyrethroids, 3.0




organophosphates, and 0.9 for other chemical classes. This totals to 7.5 million acres of use
reduction, To the extent that MON 863 is used on acreage that would be uneconomical to
otherwise treat, the total use reduction would be less than the MON 863 acres adoption.)

2) it has a predicted yield benefit of 1.5 — 4.5% per acre greater than conventionally treated corn,
3) grower benefits are estimated at $6.56 per acre vs. conventionally treated com, 4) the total
first 3 year economic benefits are estimated at $49.2 million.

(EPA’s public interest analysis considers three years of MON 863 use, because EPA has been
informed that Monsanto will request that the current tolerance exemption for Cry 3bB1, which
expires on May 1, 2004, be amended to remove the expiration date. If (1) Monsanto requests
such an amendment to the Cry 3Bb1 tolerance exemption, (2) EPA grants such amendment
request, and (3) Monsanto subsequently requests that the MON 863 registration be amended to
expire at a later date, EPA currently believes that the data reviewed so far likely will support an
extension of the conditional registration for an additional two years.)

In view of these mimimal risks and the clear benefits related to YieldGard Rootworm, BPPD
believes that the use of the product during the limited peniod of the conditional registration will
not cause any unreasonable adverse effects.

Although the data with respect to this particular new active ingredient are satisfactory, they are
not sufficient to support an unconditional registration under FIFRA 3(c)(5). Additional data are
necessary to evaluate the risk posed by the continited use of this product. Consequently, BPPD
recommends imposing the data requirements specified earlier in the attached Biopesticide
Registration Action Document in Section IiL

BPPD also believes, as explained in the attached BRAD section I1.E., that the third criterion for a
FIFRA 3(c)(7)(C) conditional registration has been fulfilled because the use of Cry3Bbl com
under this registration would be in the public interest.

A tolerance exemption has been granted pursuant to FFDCA section 408(d) for Bacilius
thuringiensis Cry3Bbl protein and the genetic material necessary for its production in corn.
However, this tolerance exemption expires in May 2004 and therefore, this registration would
also expire in May 2004 until such time as the tolerance is permanent. At that time, the
registration would be amended to expire in three years from the date of the original registration.

IV. RECOMMENDATION

The submitted data in support of this registration under section 3(c)(7)C) of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be
adequate. Studies mentioned above are included in the terms, conditions, and limitations of this
registration. This registration’ will not cause unreasonable adverse effects to man or the
environment and is in the public interest.



Based on the data submutted and cited by the apphcants and reviewed by BPPD staff, the
Biopesticides and Pollution Prevention Division recommends that the Monsanto Company
Cry3Bbl com product containing the new active ingredient Bacillus thuringiensis Cry3Bbl
Protein and the Genetic Matenal Necessary for its Production (Vector ZMIR13L) in Event
MONB63 Com be REGISTERED under FIFRA section 3(c)(7)(C), with appropriate fimitations.

The expiration data of the registration has been set to match that of the tolerance exemption,
May 1, 200M
CONCUR:L/I VW

NONCONCUR:

DATE: ,-’/)4/6’ 3



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
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MEMORANDUM

Consideration of Section 3(c){7)(C) Conditicnal Registrations for the Monsanto
Company B¢ Com Plant-Incorporated Protectant Bacillus thuringiensis Cry3Bbl
Protein and the Genetic Material Necessary for its Production (Vector ZMIR13L)
in Event MON&63 Comn: (EPA File Symbol 524-LEI)

SUBJECT:

-DECISION MEMORANDUM-

FROM: Janet L. Andersen, Ph.D., Director
Biopesticides and Pollution Prevedtyon Division
TO: James J. Jones, Deputy Director
Office of Pesticide Programs
I. ISSUE

Should the Agency conditionally register Monsanto Company’s Bt corn product pursuant to
FIFRA §3(c)(7)(C)?

II. BACKGROUND

Active Ingredient

Cry3Bbl1 protein is a delta-endotoxin from Bacillus thuringiensis spp. kumamotoensis and has
activity against certain beetles. The wild-type cry38b7 gene was modified to enhance the
protein’s activity against the com root worm complex.

EUPs and Tolerance Exemuption

Several experimental use permits and amendment/extensions have been granted by the Agency
since April 2000 for different Cry3Bbl com plant-incorporated protectants, EPA EUP Numbers
524-EUP-90, -92, and -93. A tolerance exemption was established for Bacilius thuringiensis
Cry3Bbl proiein and the genetic maten aldesatwgeaduction in corm on May 11, 2001, This
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tolerance exemption was codified under 40 CFR Part 180.1214 and expires on May I, 2004.
Monsanto has indicated their intent to submit a petition amending the Cry3Bbl com tolerance
exemption to remove the expiration date once they obtain commercial approval.

Registration Application and Public Comments

On March 1, 2001, EPA announced receipt of Monsanto’s Event MON863 Cry3Bbl corn seed
increase registration application (EPA File Symbol 524-LEI) pursuant to the provisions of
section 3(c){4) of the Federal Insecticide, Fungicide, and Rodenticide Act {FIFRA) (66 FR
15435). On March 13, 2002, EPA announced receipt of a revised application from Monsanto
for EPA File Symbol 524-LEI for full commercial use. Finally, on July 24, 2002, EPA
announced a meeting of the FIFRA Scientific Advisory Panel (SAP) to consider and review comn
rootworm plant-incorporated protectant insect resistance management and non-target insect
issues (67 FR 48461).

Approximately 937 comments were received by EPA in response to these announcements.
Comments were received from private citizens, independent farmers, farm cooperatives, farm
industry representatives, trade organizations, advocacy groups, academic researchers, and
government officials. Comments received included handwritten letters, typed letters, e-mails,
faxes, and slide presentations from the SAP meeting.

Several organizations interested in the registration of MON 863 sponsored letter writing
campaigns to promote their interests and provided form letters for members or other interested
citizens to submit to EPA. Six master form letters were identified. The originating organizations
for these campaign letters were not apparent, and the master letters were identified on the basis of
the most consistently copied text. Most of the 937 comments received were form letters (81
percent). In some cases the form letters were signed and mailed without alteration. However,
many commenters added personalized comments or edited the form letters to better express their
individual views.

About 88 percent of the 937 comments were received from private citizens. Support or
opposition of the registration was not tracked for individual commenters; however, all six of the
master form letters expressed support for the registration of MON 863. Based on the large
number of form letters received and the large number of letiers received from private citizens,
most of the pnivate citizens who commented on the application generally support registration.

Some of the major environmental or public interest groups included the Center for Science in
Public Interest, Foundation E.A.R.T.H., Greenpeace, The Sierra Club, The Xerces Society, and
Union of Concerned Scientists. The Center for Science in Public Interest did not express strong
support or opposition to the registration of MON 863, but did provide a detailed analysis
1dentifying perceived flaws in the Insect Resistance Management (IRM) plan. Foundation
E.AR.TH,, an environmental organization focusing on agriculture, supported approval of the
registration based on an impact survey of 300 com growers who, by and large, were interested in
reducing pesticide use and using a seed product like MON 863. Greenpeace, The Sierra Club,
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and The Xerces Society, all environmental advocacy groups, along with the Union of Concerned
Scientists, a public interest group, opposed approval of the application claiming that insufficient
scientific data are avatlable. Each of these groups provided lengthy comments and/or
independent evaluations of the application materials submitted by Monsanto.

Agricultural trade associations generally supported approval of registration of MON 863.
Among these trade associations were the American Seed Trade Association, the Agribusiness
Association of Towa, the [liinois Corn Growers Association, the lowa Com Growers Association,
the Nebraska Corn Growers Association, the [owa Seed Association, the National Grain and
'Feed Association, and the National Wild Turkey Federation. A representative of the National
Comn Growers Association supported the registration and expressed the importance of a workable
IRM plan. The Hiinois Corn Growers Association expressed concerns about handling and
marketing the product.

Approximately 20 seed and grain companies submitted comments in support of registration of
MON 863. Entomologists from research and academic organizations including the NCR-46
committee (a technical committee of research and extension entomologists), lowa State
University, Kansas State University, Michigan State University, Pennsylvania State University,
and the University of Delaware also expressed support of the registration. Government
representatives of the Ilinois Department of Agriculture, Illinois State Senate, lowa Department
of Agriculture, Nebraska Department of Agriculture, Ohio Department of Agriculture, Texas
House of Representatives, Texas Senate, and U.S. Department of Agriculture all supported
registration of MON 863.

BPPD will do a separate response to comment document that will be available at the time the
registration decision is announced in the Federal Register. We anticipate this will be within
approximately 3G days.

HI. RATIONALE FOR RECOMMENDATION

Pursuant to FIFRA section 3(c)(7)(C), EPA may conditionally register a new pesticide active
ingredient for a period of time reasonably sufficient for the generation and submission of
required data-that are lacking because insufficient time has elapsed since the imposition of the
data requirement for those data to be developed. EPA may grant such conditional registration
only if EPA determines that (1) the use of the pesticide product during the period of the
conditional registration will not cause any unreasonable adverse effect on the environment, and
(2} the registration and use of the pesticide during the conditional registration is in the public
interest. BPPD determines that all of the relevant criteria have been fulfilled.

BPPD determines that it is appropriate to conditionally register the MON 863 product under
Section 3(c)(7){C) because insufficient time has elapsed since the imposition of the data
requirements for: '
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1) Independent laboratory analytical method validation.

2) Cry3Bbl protein expression data in terms of dry weight, as the amount of protein present in
the given tissue.

3) Field degradation studies evaluating accumulation and persistence of Cry3Bbl protem in’
several different soils in vanous strata.

4) Laboratory toxicity test with Orius insidiosus (minute pirate bug).

5) Laboratory toxicity test with carabid (ground beetle).

6) Laboratory toxicity test with Tetraopes (red milkweed beetle).

7) Intermediate and multi-year non-target organism field studies with statistical power.

8) A six week broiler dietary study.

9) Research regarding comn rootworm adult and larval movement and dispersa'l: mating habits,
oviposttional patterns, number of times a female can mate and fecundity.

10) Research to determine if IRM strategies designed for WCRW and NCRW are appropriate for
MCRW.

11) Research regarding the mechanism of potential resistance of CRW to MON 863. Monsanto
must attempt to develop resistant CRW colonies to aid in determining selection intensity.

12) Research regarding the effect of WCRW ovipositing in soybean prior to overwintenng and
extended diapause in NCRW on an IRM strategy.

13) Detailed summanes of the four data-sets identified in Monsanto’s December 13, 2002 letter
should be submitted to the Agency to support their conclusion that the initial resistance allele
frequency is <Q.01.

14) Continuation of baseline susceptibility studies currently underway for WCRW and initiation
for NCRW and monitoring techniques such as discnminating dose concentration assays, as well
as investigation of their feasibility as resistance momitoring tools.

The applicant has submitted or cited data sufficient for BPPD to determine that conditional
registration of MON 863 under FIFRA 3{c)}(7)(C) will not result in unreasonable adverse effects
to the environment, as discussed above. Monsanto Company submitted and/or cited satisfactory
data pertaining to the proposed use. The human health effects data and non-target organism
effects data are considered sufficient for the penod of the conditional registration. These data
demonstrate that no foreseeable human health hazards or ecological effects are likely to anse
from the use of the product and that the nisk of resistance developing to Bacillus thuringiensis
Cry3Bbl! protein dunng the conditional registration is not expected to be significant. The data
also demonstrate that there is virtually no pessibility of any nsk associated with weediness or
outcrossing to wild relatives.

Registration of Bacillus thuringiensis Cry3bbl protein and the genetic material necessary for its
production (vector ZMIR3L) in event MONSG3 com is in the public interest because MON 863
com is less nsky to human health and/or the environment than currently registered pesticides and
the improved season long protection and practical benefits of ease of MON 863 use exceed those
of the currently registered alternatives, most of which are restnicted use products.— Specifically:
1) for the first 3 year, MON 863 1s projected to reduce conventional pesticide use by 12.5 million
Ibs active ingredient on 7.5 million com acres (G.1 carbamates, 3.5 pyrethroids, 3.0
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organophosphates, and 0.9 for other chemical classes. This totals to 7.5 million acres of use
reduction. To the extent that MON 863 is used on acreage that would be uneconomical to
otherwise treat; the total use reduction would be less than the MON 863 acres adoption.)

2) it has a predicted yield benefit of 1.5 — 4.5% per acre greater than conventionally treated cormn,
3) grower benefits are estimated at $6.56 per acre vs. conventionally treated corm, 4) the total
first 3 year economic benefits are estimated at $49.2-million.

(EPA’s public interest analysis considers three years of MON 863 use, because EPA has been
informed that Monsanto will request that the current tolerance exemption for Cry 3bB1, which
expires on May 1, 2004, be amended to remove the expiration date. If (1) Monsanto requests
such an amendment to the Cry 3Bbl tolerance exemption, (2) EPA grants such amendment
request, and (3} Monsanto subsequently requests that the MON 863 registration be amended to
expire at a later date, EPA currently believes that the data reviewed so far likely will support an
extension of the conditional registration for an additional two years.)

In view of these minimal risks and the clear benefits related to YieldGard Rootworm, BPPD
believes that the use of the product during the limited period of the conditional registration will
not cause any unreasonable adverse effects.

Although the data with respect to this particular new active ingredient are satisfactory, they are
not sufficient to support an unconditional registration under FIFRA 3(c)(5). Additional data are
necessary to evaluate the risk posed by the continued use of this product. Consequently, BPPD
recommends imposing the data requirements specified earlier in the attached Biopesticide
Registration Action Document in Section ITJ.

BPPD also believes, as explained in the attached BRAD section II.E., that the third. cniterion for a
FIFRA 3(c)}(7)(C) conditional registration has been fulfilled because the use of Cry3Bbt com
under this registration would be in the public interest.

A tolerance exemption has been granted pursuant to FFDCA section 408(d) for Bacillus
thuringiensis Cry3Bbl protein and the genetic material necessary for its production in com.
However, this tolerance exemption expires in May 2004 and therefore, this registration would
also expire in May 2004 until such time as the tolerance is permanent. At that time, the
registration would be amended to expire in three years from the date of the original registration.

IV. RECOMMENDATION

The submitted data in support of this registration under section 3(c)(7)(C) of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be
adequate. Studies mentioned above are included in the terms, conditions, and limitations of this
registration. This registration will not cause unreasonable adverse effects to man or lhe
environment and is in the public interest.

COMCURRENCES
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Based on the data submitted and cited by the applicants and reviewed by BPPD staff, the
Biopesticides and Pollution Prevention Division recommends that the Monsanto Company
Cry3Bb] corn product containing the new active ingredient Bacillus thuringiensis Cry3Bbl
Protein and the Genetic Material Necessary for its Production {Vector ZMIR13L) in Event
MONS863 Com be REGISTERED under FIFRA section 3(c)(7)(C), with appropriate limitations.

The expiration data of the registration has been set to match that of the tolerance exemption,
May 1, 2004.
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QFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
FEB | 4 2003

Dr. Russell P. Schneider
Director, Regulatory Affairs
Monsanto Company

600 13" Street, N.W.

Suite 660

Washington, D.C. 20005

Dear Dr. Schneicle-r:

Subject: MONS863 Cry3Bbil Corn/ Pre-Acceptance Letter
EPA File Symbol 524-LEI

This is a pre-acceptance letter regarding Monsanto’s application to register the above
referenced product for a Section 3 registration under the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA). The Environmental Protection Agency (EPA) will consider
registering Monsanto’s product under FIFRA Section 3{(c)(7)(C) provided Monsanto amends its
application for registration by submitting the required information as described in this letter.

This letter does not constitute a commitment to register the subject product, nor is it
intended to imply that EPA will register the subject product. Rather, the purpose of this letter is
to inform you that, if Monsanto submits the information in writing as described in this letter,
EPA wall be able 1o continue to process the registration application in accordance with our
normal procedures.

Thus, to enable us to continue to process the subject registration application, EPA
requests that Monsanto agree in writing to the following.

1) The subject registration will automatically expire on midnight May 1, 2004. The registration
must expire on this date because this is the date of expiration of the tolerance exemption under
40 CFR 180.1214. When and if the Agency registers this product, it is our understanding that
Monsanto intends to submit in the near future an amendment application to modify the expiration
date and a petition to amend the tolerance exemption under 40 CFR 180.1214 so that its
expiration date is removed. Based on the Agency’s review of the data submitted and cited in
support of this application, and provided that the Agency finalizes a rule which amends 40 CFR
180.1214 so that its expiration date is removed; the Agency anticipates at this time that an
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expiration date three years from the initial date of registration for this product would be
appropriate.

2) The subject registration will be limited to Bacillus thuringiensis-Cry3Bbl Protein and the
Genetic Material Necessary for its Production (Vector ZMIR13L) in Event MON863 Corn use in
field com.

3) Submit/cite all data r.equired for registration of your product under FIFRA § 3(c)(5) when the
Agency requires registrants of similar products to submit such data.

4) Submit production information for this product to Mr. Owen Beeder of Office of Pesticide
Programs, Registration Division (mail code 7505C) for the fiscal year in which this product is
conditionally registered, in accordance with FIFRA § 29. The fiscal year begins October I and
ends September 30. Production information wiil be submitted to the Agency no later than
December 15, following the end of the preceding fiscal year.

5) Submit independent laboratory method validation (under OPPTS Guidelines 860.1340) to
complete the database for Cry3Bb1 corn within 12 months of the date of registration. Provide to
the EPA laboratory (Ft. Meade, MD) methodology and/or reagents necessary for validation of a
Cry3Bb]. analytical method within 6 months of the date of registration. The extraction and
detection method as described for Cry3Bb1 protein appears to be adequate for analysis of
Cry3Bbl protein in corn grain. However, this method must be validated by both an independent
laboratory and the EPA Biological and Economic Analysis Division laboratory before it can be
considered a valid method. In addition, to assure that grain handlers have a test method in place
prior to harvest, you must make available Cry3Bbl strip tests to grain handlers and demonstrate
to the Agency this provision prior to September 2003. EPA understands that these are
'qualitative’ test kits and that you are in discussions with USDA/GIPSA about providing
methodology and reagents for their use in developing a validated 'quantitative’ method for MON
863 and that this transfer of materials will take place once registration occurs.

6) Submit expression data in terms of dry weight, as the amount of protein present in the given
tissue. Tissues for which expression data must be provided include: leaf, root, pollen, seed, and
whole plant. In addition, data for each of these tissues should be provided for young plants in
‘rapid growth, during flowering, and mature plants before harvest when that part of the plant is
present. Data obtained for roots should also include typical times when corn rootworm would be
feeding. Data are due within 24 months of the date of registration, provided the registration is
amended to extend the registration date.

7) Submit field degradation studies evaluating accumulation and persistence of Cry3Bbl in
several different soils in various sirata. Represeniative fields must have been planted with
MONS63 and include both conventional tillage and no-till samples and be harvested under
typical agronomic conditions. Sampling must continue until the limit of detection is reached.
Studies should include soils with high levels of a variety of clays. Both ELISA and insect
bioassays need to be conducted and compared to determine if Cry3Bbl is accumulating or
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persisting in soil samples. A protocol is due within 90 days of the date of registration, and a
progress report is due within one year of the date of registration. If the registration and tolerance
exemption are amended to extend the expiration dates, a final report is due two years from the
date of registration.

8) Submit laboratory toxicity tests with Orius insidiosus (minute pirate bug), carabid (ground
beetle), and Terraopes (red milkweed beetle) within 24 months of the date of registration, _
provided the registration is amended to extend the registration date. Protocols are due within 120
days of the date of registration. '

9) Full-scale field or semi-field studies with appropriate end points and statistical power must be
conducted. Submit intermediate and multi-year non-target organism field studies with statistical
power. You must submit final results to field studies previously summarized in MRID
No0.456530-03 (The carabid and nematode data are of particular interest.) and annual reports
each year of this registration every April 30th.

10) Submit a six week broiler dietary study with 60% - 70% MON 863 corn in the diet that is of
appropriate duration to represent the start and growing periods of the test species. Balanced diets
shouid be formulated according to the National Research Council guidelines (*“Nutrient
Requirements of Poultry,” Ninth Revised Edition, 1994) with the energy requirements of the test
species being met by the inclusion of corn in the diet to assess hazards from chronic exposure of
wild or domesticated fowl. A protocol for poultry studies must be submitted within 90 days of
the date of registration with a final report submitted 18 months after approval of the protocol.

11) Submut the following insect resistance management/pest biology data. Protocols and data
sets identified in Monsanto’s 12/13/2002 letter must be submitted within 90 days of the date of
registration. A progress report must be submitted by January 31, 2004. Provided the registration
1s amended to extend the expiration date, the final reports must be submitted by January 31,
2006.

» Research regarding aduit and larval movement and dispersal, mating habits, ovipositional
pattemns, number of times a female can mate and fecundity.

» Research to determine if IRM strategies designed for WCRW and NCRW are appropriate
for MCRW

» Research regarding the mechanism of potential resistance of CRW to MON 863 must be
determined to develop an appropriate long-term IRM strategy. Monsanto must attempt to

develop resistant CRW colonies to aid in determining selection intensity.

+ Research regarding the effect of WCRW ovipositing in soybean prior to overwintering
and extended diapause in NCRW on an IRM strategy needs further investigation.

+ Detailed summaries of the four data-sets identified in Monsanto’s December 13, 2002
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letter should be submitted to the Agency to support their conclusion that the initial
resistance allele frequency is <0.01. '

» Baseline susceptibility studies currently underway should be continued for WCRW and
initiated for NCRW and monitoring techniques such as discriminating dose concentration
assays need to be thoroughly investigated for their feasibility as resistance monitoring
tools.

12) BPPD strongly urges Monsanto to submit data and information cited in the benefits
assessment {contained in the MONS863 Biopesticides Regulatory Action Document) to help
measure the impacts and potential benefits of the use of MON 863 com on a wide scale.

13) You must commii to do the following Insect Resistance Management Program:
The required IRM program for Cry3Bb1 Bf comn has the following elements:

1] Requirements relating to creation of a non-Cry3Bb/ Bt corn refuge in conjunction with the
planting of any acreage of commercial Cry3Bbl Bt com;

2] Requirements for the registrants to prepare and require Cry38b1 Bt corm users to sign “grower
agreements” which impose binding contractual obligations on the grower to comply with the
refuge requirements;

3] Requirements for the registrants to develop, implement, and report to EPA on programs to
educate growers about IRM requirements;

4] Requirements for the registrants to develop, implement, and report to EPA on programs to
evaluate and promote.growers’ compliance with [RM requirements (the Cry3Bbl Compliance
Assurance Program {CAP) must integrate with the Cry| CAP);

51 Requirements for the registrants to develop, implement, and report to EPA on monitoring
programs to evaluate whether there are statistically significant and biologically relevant changes
1n target insect susceptibility to Cry3Bbl proiein in the target insects;

6] Requirements for the registrants to develop, and if triggered, to implement a “remedial action
plan” which would contain measures the registrants would take in the event that any insect

resistance was detected as well as to report on activity under the ptan to EPA;

7] Submit annual reports on sales(by state and county), IRM grower agreements results,
compliance, and educational program on or before January 31% each year beginniag in 2004.

a. Refupe Requirements




Grower agreements {(also known as stewardship agreements) will specify that growers must
adhere to the refuge requirements as described in the grower guide/product use guide and/or 1n
supplements to the grower guide/product use guide.

+ Specifically, growers must plant a structured refuge of at least 20% non-Cry3Bb1 Bt corn that
may be treated with insecticides as needed to control corn rootworm larvae. Growers will not
be permitted to apply CRW labeled insecticides to the refuge for control of insect pests while
adult corn rootworm are present unless the Cry3Bbl field is treated in a similar manner.

» Refuge planting options include: refuge acres should be planted as blocks adjacent to MON
863 corn fields or as in-field strips. If row strips within a corn field are implemented, then at
least 6 and preferably 12 consecutive rows should be planted.

+ External refuges must be planted adjacent to Cry3Bbl MON 863 fields.

*  When planting the refuge in strips across the field, refuges must be at least 6 rows wide,
preferably 12 rows wide.

« Insecticide treatments for control of corn rootworm larvae may be applied. Instructions to
growers will specify that insecticides labeled for control of com rootworm adults cannot be
applied while adults are present in the refuge unless the Cry3Bb1 field is treated in a similar
manner.

b. Grower Agreements

1] Persons purchasing the Bt corn product must sign a grower agreement. The term “grower
agreement” refers to any grower purchase contract, license agreement, or similar legal document.

2] The grower agreement and/or specific stewardship documents referenced in the grower
agreement must clearly set forth the terms of the current IRM program. By signing the grower
agreement, a grower must be contractually bound to comply with the requirements of the IRM
program.

3] The registrant must develop a system (equivalent to what is already approved for MON 810,
EPA Reg. No. 524-489) which is reasonably likely to assure that persons purchasing the Bf comn
product will affirm annually that they are contractually bound to comply with the requirements of
the IRM program. The proposed system will be submitted to EPA within 90 days from the date
of registration.

4] The registrant must use grower agreements and submit to EPA within 90 days from the date of
registration a copy of that agreement and any specific stewardship documents referenced in the
grower agreement. If Monsanto wishes to change any part of the grower agreement or any
specific stewardship documents referenced in the grower agreement that would affect either the
content of the IRM program or the legal enforceability of the provisions of the agreement relating
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to the IRM program, thirty days prior to implementing a proposed change, the registrant must
- submit to EPA the text of such changes to ensure that it is consistent with the terms and
conditions of the amendment.

5] The registrant must establish a system (equivalent to what is already approved for MON 810,
EPA Reg. No. 524-489) which is reasonably likely to assure that persons purchasing the Bf com
sign grower agreement(s), and must provide within 90 days from the date of the registration a
written description of that system.

6] The registrant shall maintain records of all Bt corn grower agreements for a period of three
years from December 31st of the year in which the agreement was signed.

7] Beginning on January 31, 2004 and annually thereafter, the registrant shall provide EPA with a
report showing the number of units of its Bf MON863 corn seeds sold or shipped and not
returned, and the number of such units that were sold to persons who have signed grower
agreements. The report shall cover the time frame of the twelve-month peniod covering the prior
August through July.

8] The registrant must allow a review of the grower agreements and grower agreement records by
EPA or by a State pesticide regulatory agency if the State agency can demonstrate that
confidential business information, including names, personal information, and grower license
number, will be protected.

c. IRM Educatioln and IRM Compliance Monitoning Programs

1] Monsanto must design and implement a comprehensive, ongoing IRM education program
designed to convey to Bt MONS863 corn users the importance of complying with the IRM
program. The program shall include information encouraging Bt MON863 corn users 1o pursue
optional elementis of the IRM program relating to refuge configuration and proximity to B¢
MONB63 corn fields. The education program shall involve the use of multiple media, e.g. face-
to-face meetings, mailing written materials, EPA reviewed language on IRM requirements on the
bag or bag tag, and electronic communications such as by Internet, radio, or television
commercials. Copies of the materials will be provided to EPA for its records. The program shall
involve at least one written communication annually to each Bf MON863 corn user separate from
the grower technical guide. The communication shall inform the user of the current IRM
requirements. Monsanto shall coordinate its education programs with educational efforts of
other registrants and other organizations, such as the National Corn Grower Association and state
extension programs.

2] Annually, the registrant shall revise, and expand as necessary, its education program to take
into account the information:collected through the compliance survey required under paragraph
6] and from other sources. The changes shall address aspects of grower compliance that are not
sufficiently high.

3



3] Beginning January 31, 2004 and annually thereafter, the registrants must provide a report to
EPA summarnizing the activities carried out under the education program for the prior year and
the plans for their education program during the current year. The registrant must either submit a
separate report or contribute to the report from the industry working group (ABSTC).

4] The registrant must design and implement an ongoing IRM compliance assurance program
designed to evaluate the extent to which growers purchasing its MON863 Bt com product are
complying with the IRM program and that takes such actions as are reasonably needed to assure

. that growers who have not complied with the program either do so in the future or lose their
access to the MON863 Bt corn product. The registrant shall coordinate with other 8¢ corn
registrants in designing and implementing its compliance assurance program and integrate the
Cry3Bbl CAP with the Cryl CAP. The registrant must prepare and submit within 90 days of the
date of registration a written description of their compliance assurance program including a
summary of the program implemented in the 2003 growing season. Other required features of
the program are described in paragraphs 5] - 15] below.

5] The registrant must establish and publicize a “phased compliance approach,” 1.e., a guidance
document that indicates how the registrant will address instances of non-compliance with the
terms of the IRM program and general criteria for choosing among options for responding to any
non-compliant growers. The options shall include withdrawal of the right to purchase MON863
Bt com for an individual grower or for all growers in a specific region. An individual grower
found to be significantly out of compliance two years in a row would be denied sales of the
product the next year. Similarly, seed dealers who are not fulfilling their obligations to
inform/educate growers of their IRM obligations will iose their opportunity to sell MON863 Bt
corn.

6] The IRM compliance assurance program shall include an annual survey of a statistically
representative sample of Bi corn growers conducted by an independent third party. The survey
shall measure the degree of compliance with the IRM program by growers in different regions of
the country and consider the potential impact of non-response. The sample size and geographical
resolution may be adjusted annually, based upon input from the independent marketing research
firm and academic scientists, to allow analysis of compliance behavior within regions or between
regions. The sample size must provide a reasonable sensitivity for comparing results across the
Uu.S.

7] The sui'vey shall be designed to provide an understanding of any difficulties growers
encounter in implementing IRM requirements. An analysis of the survey results must include the

reasons, extent, and potential biological significance of any implementation deviations.

8] The survey shail be designed to obtain grower feedback on the usefulness of specific
educational tools and initiatives.

9] The registrant shall provide a preliminary summary of their findings by November 15 and a
final written summary of the resuits of the prior year’s survey (together with a description of the

e
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regions, the methodology used, and the supporting data) to EPA by January 31 of each year. The
registrant shall confer with EPA on the design and content of the survey prior to its
implementation.

10] Annually, the registrant shall revise, and expand as necessary, its compliance assurance
program to take into account the information collected through the compliance survey required
under paragraphs 6] through 8] and from other sources. The changes shall address aspects of
grower compliance that are not sufficiently high. The registrants must confer with the Agency
prior to adopting any changes.

11] The registrant shall train its representatives who make on-farm visits with MON863 Bf corn
growers to perform assessments of compliance with IRM requirements. In the event that any of
these visits result in the identification of a grower who is not in compliance with the IRM
program, the registrant shall take appropnate action, consistent with its “phased compliance -
approach,” to promote compliance. -

12] The registrant shalt carry out a program for investigating legitimate “tips and complaints”
that its prowers are not in compliance with the IRM program. Whenever an investigation results
in the identification of a grower who is not in compliance with the IRM program, the registrant
shall take appropriate action, consistent with its “phased compliance approach,”

13} If a grower, who purchases MONS863 Bt com for planting, was specifically identified as not
being in compliance during the previous year, the registrant shall visit with the grower and
evaluate whether that the grower is in compliance with the IRM program for the current year.

14} Beginning January 31, 2004 and annually thereafier, Monsanto shall provide a report to EPA
summarnizing the activities carried out under their compliance assurance program for the prior
year and the plans for the compliance assurance program during the current year. The report will
include information regarding grower interactions (including, but not limited to, on-farm visits,
verified tips and complaints, grower meetings and letters), the extent of non-compliance,
corrective meagures to address the non-compliance, and any follow-up actions taken.

15] The registrant and the seed com dealers for the registrant must allow a review of the
compliance records by EPA or by a State pesticide regulatory agency if the State agency can
demonstrate that confidential business information, including the names, personal information,
and grower ficense number of the growers will be protected. -

d. Insect Resistance Monttoring

The Agency is imposing the following conditions for this product:

1) The registrants will monitor for resistance and/or trends in increased tolerance for comn
rootworm. Sampling should be focused in those areas in which there is the highest risk of

B
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resistance development. You must submit a protocol within 90 days of the date of registration.

2) The registrant shall provide to EPA a description of its resistance monitoring plan by January
31, 2004. The description shall include: sampling (number of locations and samples per
locations), sampling methodology, biocassay methodology, standardization procedures, detection
technique and sensitivity, and the statistical analysis of the probability of detecting resistance.

3) The registrant must follow up on grower, extension specialist or consultant reports of less
than expected results or control failures for the corn rootworm. The registrant will instruct its
customers (growers and seed distributors) to contact them (e.g., via a toll-free customer service
number) if incidents of unexpected levels of damage occurs from these target pests. The
registrant will investigate all damage reports submitted to the company or the company’s
representatives. See Remedial Action Plans section below.

5) A report on results of resistance monitoring and investigations of damage reports must be
submitted to the Agency annually by April 30" each year for the duration of the conditional

registration. :

e. Remedial Action Plans

A Remedial Action Plan covering both suspected and confirmed resistance for com rootworm

~must be submitied by 1/31/2004. If resistance is confirmed, all acres (MON863 Bt fields and
non-Cry3Bbl MONB863 Bt refuges) should be treated with insecticides targeted at CRW adults as
well as larvae.

Annnal Reports;

The registrant will provide an annual reports to EPA on its Cry3Bbl PIP expressed in corn based
on the following table.

Report Description Due Date
Annual Sales Reported by county and state surnmed by January 31% each year
state beginning in 2004
9
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Grower Agreement

Number of units of Br corn seeds shipped or
sold and not returned, and the number of
such units that were sold to persons who have
signed grower agreements

January 31* each year
beginning in 2004

Grower Education

Education program completed previous year
and plan for next year

Januvary 31* each year
beginning in 2004

Proposed
Compliance Plan

Written description of Compliance Assurance
Program

90 Days of the Date of
Registration

Compliance
Assurance Plan

Compliance Assurance Program Activities
and Results

January 31* each year
starting 1n 2004

Compliance

-1 To include annual survey results and plans

for the next year

Preliminary survey
report November 15%
each year and full
report January 31%
each year thereafter

Insect Resistance
Monitoring

Submission of protocol

90 Days of the Date of
Registration

Insect Resistance
Monitoring

Description of the program including
sampling (number of locations and samples
per locations), sampling methodology,
bioassay methodology, standardization
procedures, detection technique and
sensitivity, and the statistical analysis of the
probability of detecting resistance.

January 31, 2004

Additional reports are due as described in the following table:

IRM Grower
Agreements

Proposed system to assure growers
Sign grower agreements

90 Days of the Date of
Registration

10
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IRM Affirmation
Plan

System to assure annual affirmation
by growers of their IRM obligations

90 Days of the Date of
Regtstration

Changes to Grower
Agreement and/or
IRM documents

Current grower agreement(s) and any
specific stewardship documents

At least 30 days before any
changes related to IRM are
expected to be imposed.

Insect Resistance
Monitoring Results

Results of monitoring and
investigations of damage reports

April 30" each year

Label:

You must submit a revised label prior to further consideration of this registration application that
includes the following statements.

The following information regarding commercial production must be included in the Grower

Guide.

« Growers must plant a structured refuge of at least 20% non-Cry3Bbl B¢ corn that may be
treated with insecticides as needed to control corn rootworm larvae. Growers wiil not be

permitted to apply CRW labeled insecticides to the refuge for control of insect pests while
adult corn rootworm are present uniess the Cry3Bb] field is treated in a similar manner.

Refuge planting options include: refuge acres should be planted as blocks adjacent to MON
863 corn fields or as in-field strips. If row strips within a corn field are mplemented then at
least 6 and preferably 12 consecutive rows should be planted.

External refuges must be planted adjacent to Cry3Bbl MON 863 fields.

When planlmg the refuge in strips across the field, refuges must be atleast 6 rows wide,
preferably 12 rows wide.

Insecticide treatments for control of corn rootworm larvae may be applied. Instructions to
growers wil] specify that insecticides labeled for control of corn rootworm adults cannot be
applied whiie adults are present in the refuge unless the Cry3Bbl field is treated in a similar
manner.

This letter does not mean that EPA agrees to amend the subject product. If Monsanto submits
the information in writing as described in this letter, however EPA will be able to continue to
process the amendment application.

) 7



Enclosure

P

Sincerely,

ot Qi

Janet .. Andersen, Ph.D, Director
Biopesticides and Pollution
Prevention Division (7511C)

12

45




MONSANTO é

) MoNsanTO COmpANY
Denriis P. Ward,_ PhD. 600 1374 STREET, NW.
Regulatory Affairs Manager

(636) 737-6631 SuITE 4o

WasHINGTEn, D.C. 20005
PHANE [102) 783-2460

Fax (202) 783-2408

http:/ /www.mansanto.com

February 20, 2003

Document Processing Desk (APPL)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Attn:  Phillip O. Hutton, Team Leader 90

Subj: Amendment to application for registration of Corn Event MON 863
EPA File Symbol 524-LEI

Dear Mr, Hutton:

In support of our application to register Corn Event MON 863 we are submitting a revised data
matrix, label and Confidential Statement of Formula. Contained within the Data Matrix are
numerous requests for data waivers. These waiver requests are based primarily on the low
potential for exposure to Cry3Bbl protein and the fact that many of microbial pesticide data
requirements (49 CFR 158.740) are not applicable to a plant-incorporated protectant, '

Enclosed with this submission are the following materials:
* Application for Pesticide (EPA Form 8570-1}
¢ Certification with Respect to Citation of Data (EPA Form 8570-34)
» Data Matrix (EPA Form 8570-35)
* Product label (5 copies)
» Confidential attachment

Except for the materials contained in the confidential attachment, Monsanto does not object to
placement of materials contained in this submission in the Public Docket.

Should you require any additional information regarding this submission please feel free to

contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (636-737-

6631). '
Sincerely,

N A,

Dennis P. Ward, Ph.D.

00-CR-032E-19 - (f



Mr. P. Hutton
2/20/2003
Page 2 of 45

Attt Administrative materials

cc: - Mike Mendelsdhn, EPA/OPP/BPPD
Russell Schneider, Monsanto

00-CR-032E-19
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Please read insiructions on reverse before completing form. Form Approved. OM8 No. 2070-0060. Approval Expires

2-28-95
. . OPP Identifier
P United States Registration Number
wEPA Environmental Protection Agency [ ] Amendment
’ Washington, DC 20460
|:| Other
Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Propased Classilication
File Symbol 524-LEI . Phillip O. Hutton
Company/Product {Name) PM # None Restricted
Corn Event MON 863 90 D
5. Name and Address of Applicant (include ZIF Code)} 6. Expediled Review. In accordance with FIFRA Section 3{c){3)(BHi), my
Monsanto Company product is similar or identical in composition and abeling te:
600 13" St., N.W., Suite 660 EPA Reg. No.
Washi 20005
ashingion, DC 2000 Product Name
D Check H this is a new address

Section - Il
. . Final printed labels in response to
' I | Amendment — Explain below. D Agency letier dated
B | Resubmission in response to Agency letter dated |:I “Me Too™ Application.
D Notification — Explain below. Other — Explain below.

Expianation: Use additional page(s) i necessary. {For Section | and Section 1.}

Submission of request for data waivers and revised data matrix, labeling and CSF in support of application to register
Corn Event MON 863

Section ~ Il

1. Material This Product Will Be Packaged in:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
. [] meta
Yes es

Y D Yes [:] Plastic
D No D No D Na D Glass

* Certification must I “Yes" No. per If “Yes" No. per I:] Paper
' s submitted Unit Packaging wgt. Container Package wgt. Container
D Other
{Specify)
3. Location of Net Contents Information 4. Size(s) Retail Conlainer 5. Location of Label Divections

I:] Label I:I Containar ’ l:' On Label
D On Labeling accompanying product

B. Manner in Which Labe! is Affixed to Product D Lithograph D Other
i D Paper glued
D Stenciled
Section - IV
1. Conlact Point (Complets items directly below for identification of individual io be contacted, if necessary, to process this applicaticr.)
Name Tide Telephona Nu. (Inciude Area Coda)

Russell P. Schneider Regulatory Affairs Director (202) 383-286¢:

_ Cenrtification (6. Date Application
1 centify that the stalaments | have made on this form and ali attachmen!s thereto are rue, accurata and complete. |

Reca
| acknowledge that any knowingly lalse or misieading stalement may be punishable by fine or imprisonmant or eceived
both under applicable law. ' | (Stampec)

2. Signatu 3. Tite !
/0 W/Ac Regulatory Affairs Manager
4. Typed Name 5. Date
Dennis P. Ward Tel. (636) 737-6631 February 20, 2003
EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolele. White - EPA File Copy (original) Yellow - Applicant Copy

Monsanio Company 00-CR-032E-19 _ Page 3 of 45



"-"E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: 401 M Street, S. W,
WASHINGTON, D.C. 20460

Paperwnrk Reduciion Aci Notice: The publtic reporting burden for this collection of information is estimated to average 1.25 hours per response for
registration and 0.25 hours per response lor reregistration and special review activities, including time Jor reading the instructions and completing the
necessary forms, Send cormments regarding burden estimate or any other aspect of this collection of informatich, including suggestions lor reducing the
burden to Director, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency, 401 M Street, 5.W., Washingion DC, 20460.
Do not send the completed fom to this address.

- Centification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Number / Fila Symbol:
Monsanto Company, 600 13" Street, N.W., Washington, DC 2005 {2C2) 383-2866 524-LE]

Active Ingredient{s} and/or representative test compound(s): 6.1 Cry3Bbt and the genetic material Date:

necessary for its production (vector ZMIR13L) in event MON 863 com February 20, 2003

General Use Pattern{s} {list all those claimed for this product using 40 CFR Part 158 Product Name:

Terrestrial field crop Corn Event MON 863

NOTE: if your product is 2 100% repackaging of ancther purchased EPA-registered product labeled for all the same uses on your label, you do not
need to submit this form. You must submit the Formulator's Exemptlion Statement {(EPA Form 8570-27).

D t am respending to a Data-Catl-in Notice, and have inctuded with this form a list of companies sent offers of compensation (the Data Matrix form
should be used lor this purpase}.

Section I: METHOD OF DATA SUPPORT (Check one method only)

t am using the cite-all method of support, and have incfuded with t am using the selective method of support (or cile-aft option under
D this form a list of companies set offers of compensation (the Data E the setective method), and have included with this form a
Matrix Form shoutd be used for this purpose). compteted tist of data requiremenits {the Data Matrix form must ba

used).

Section H: GENERAL OFFER TO PAY

{Reguired if using the cite-all method or when using the cite-all option undar the selective method to satisfy one or more data requirements}
D { hereby offer and agree to pay compensation, to other persans, with regard o the approval of this application. 1o the extent required by FIFRA,

Section lli: CERTIFICATION

| cenity that this application for registration, this form for reregistration, or this Dala-Call-in respense is supporied by afl data submifted or cited in
the application for registration, the form for registration, or the Data-Call-!n response. In addition, if the cite-att option or cite-all option under the setective
method is indicated in Section 1, this apptication is supported by all data in the Agency's files that (1) concemn the propenies or etfects of this product or
an idenlical or substantially simitar product, one or more of tha ingredients in this product; and {2} is a type of data that would be required to be submitted
under the data requirements in eflect on the dala of approval of this application if the application sought the inilial registration of a product of identical or
similar composition and uses.

t certify that for each exclusive use study cited in support of this registration or reregistration, that  am the original data submitter or that | have
obtained the written permission of the original data submitter 1o cite that study.

! centify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: {a) | am the original data
submitter, {b} | have obtained the permission of the originafl data submitter to use the study in support of this application; {c) all pariods of eligibility for
compensation have expired for the study; {d} the study is in the public literalure; (8) | have notified in writing the company that submitted the study and
have aoffered (i} 1o pay compensalion to the extent required by sections 3{(¢)(1){F) and/or 3(c){2){B) of FIFRA; and {ii) to commence negotiations to
determine the amount and terrns of compensation, if any, to be paid for the use of the siudy.

tcertity that in all instances where an offer of compensation is required, capies of all offers te pay compensation and avidence of thair delivery in
accordance with sections 3(c)(1)(F) and/or 3{c}(2}(B) of FIFRA are avaitable and will be submitted to the Agency upon request. Should | fail to produce

such evidence to the Agency upon request ! understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in
conformity with FIFRA.

I certity that the statements | have made on this form and ail attachments to it are true, accurate, and comptete. | acknawledge that any
knewingly false of misleading statement may be punishable by fine or imprisonment of both under the applicable law.

Signau;O Date Typed or Printed Name and Tille
/ M February 20, 2003 Dennis P. Ward, Regulatory Affairs
' e Manager

EPA Form 8570-34 (9-97} Electronic and Paper Versions availabie. Submit ordy Paper version.
Monsanto Company 00-CR-032E-19 Page 4 of 45
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

b Paperwa'!f AeAuction Acl Nolice: The public reporting burdan for this colleclion of information is estimated to avarage 0.25 hours per response for registration aclivities and 0.25 hours per

{esponss, jo! (a-egistration and special raview aclivities, including time for reading the instructions and completing the necessary forms. Sand comments regarding the burden estimata or any
sther aspecl of this colleclion of infermation, including suggestions lor reducing the burden to: Birector, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,
[ 301 M SHBEI S.W., Washington, OC 20460. Do not send the form to this address.

DATA MATRIX

Date: Fc_b,r_um?y 20. 2003

EPA Reg. No./Fila Symbol: 524-LEl | Page ! of 14

Applicants/Peqistrants Name & Address:
Monsanto Compiny, 600 13" Street, N.W., Suile 660, Washington, D.C. 20005

Product:

Corn Event MON 863

Ingredient  Bacilius thuringiensis Cry3Bb| and the genetic malerial necessary for its production (vector ZMIR {31L) in event MON 863 corn
Guideline Reference Number | Guideling Study Nama MRID Number Submilter Status Note
Administrative Materials for Amendment of Application
151-20, 151-21, 1531-25 1o Registrater of & Bacitfus shuringiensis Cry3Bb1 Protein
£55.1100 and the Genelic Maierial (Vector ZMIR{13L) Necessary
885.1200 for its Production in Corn Event MON 863; EPA File Dared
885.1500 Symbol LEI-524, 455770-00 Monsanto Company OWN January B, 2002
151-20, 153-4 Holleschak, G., R.E. Hileman and ).D. Astwood (2001).
885.1100 Immuno-deteciability of NI"Tll Protein in the Girain of
£85.2200 Insecl Prolected Com Event MON 863 After 1eal Dated
Treatment. MSL-17200. 455382-09 Monsanto Company QOWN November §. 2001
150-20, 151-21,151-22,151-26
£85.1100 Cavalo, T A., E.C. Rigden, D.W. Mitanck and R.P.
885.1200 Lirette (2001). Amended Report for MSL-16505:
8BS5.1300 Molecular Analysis of Com Event MON 863, MSL- Dated
B85.2100 17152 454240-02 Monsanto Company OWN May 21, 2001
llolleschak, G., R.E. Hileman and 113, Astwood (2001).
15}-20, 153-4 Amended Report for MSL-16397: Immunodelectability
3851100 of Cry3Bb1.11008 and Cry313b1.11231 'roteins in the
885.2200 Grain of Inscct Protected Corn Events MON 863 and Dated
MON 853 After Heat Treatmenl. MSL-17223, 454240-07 Monsanio Company QWN May 21, 2001
151-23, 151-25,153-4, 151-26, Dudin, Y.A., B-P. Tonny, L.D. Albee and K.P. Lirette
8R85.1400, 885.1500 {2001). Amended Report for MSL-16559: 8.1,
885.2200 Cry313b1.11098 and NPTI Prolein Levels in Sample
BAS5.2400 Tissue Collecied from Com Event MON 863 Grown in Dated
8R5.2500 1999 Field Trials. MSL-171811. 454240-01 Monsanto Company QOWN May 21, 200
Signature Name and Title Date
W ¢ Dennis P. Ward, Ph.D. February 20, 2003
’ e Regulatory Affairs Mar.

EPA Form B570-35 {9-97) Electronic and Papar versions available. Submit only Paper version.
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) ’ Farm Approved OMB No, 2070-0060
. \-,E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
. S 401 M Street, S.W.
Washington, D.C. 20460

Paperwork ﬁnriuchon Act Nolice: The public repeding burden for this collection of information is estimated to average 0.25 hours par response for ragistration activities and 0.25 hours per

| vesponse for reregistration and special review activities, including time lor reading the instructions and complaling tha necessary forms. Send commaents regarding the burden gstimate or any
" Biher aspect of this collaction of information, including suggestions for reducing the burden 1o: Director, OPPE Information Managerment Division (2137), U.S. Environmental Protection Agancy,
401 M Stieet, § W., Washinglon, DC 20460. Do not send the Jorm to this address.

DATA MATRIX

Date: February 20, 2003 EPA Reg. No/File Symbal: 524-LE[ | Page 2of 14
Applicanl's/Regisirant's Name & Address: : v
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, I.C. 20005 Product:  Corn Event MON 863
Ingredient  Bacillug thuringiensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 corn
Guideling Relerence Number Guideline Study Name MRID Number Submitier Slatus Note
Adminisirative Malerials in Suppori of the Registration ol
151.26 Baciftus thuringiensis Cry3Bb Protein and the Genelic
335'2 o0 Material (Vecior ZMIR 1 3L) Necessary lor is Production
21 in Com; and Amendment of the Previous Request for Dated
E ion [ he Requi t ol a Tole .
,,;F,I:P:;)Q" rom (he Requirement of 3 Tolerance 451568-00 Meonsantg Company OWN June 20, 2000
Peiition from the Requirement of a Tolerance for Bacitins ’
thirvingiensiy Cryl, Cry2, and Cry3 Classes of I'rolcing
égl-ZG ) and the Genetic Material Necessary (or the Production of
5.2100 These Proteins in or On All Raw Agricultural Dated
i, il .
E,an:-wl.l,.lcs When used as Plant-Pesticide Active PP 7F4888 Monsanta Company OWN June 24, 1997
Pilacinski, W. I, and M. W, Taylor (1999).
s Administrative Materials in Support of the Regisiration of
EI'I B;-Z_ﬁ ¢ the Plant-Expressed Protectant Bacillus thuringiensis
2100 Corn Rootworm Contzal Protein, as Produced in the Corn Dated
{Zea mayy, LY. and the Amendment 10 the Previaus e
Dinneines foe Bequeniing fons thn Dangionoenne ofly 440043-00 Mansanto Company own August 19. 1999
151-26
gRS. 2100 Hileman, R.E. and )., Astwood {2001). Additional
Characterizalion of the Cry3Bb] Protein Produced in Dated
Cormn Event MON 863. MSL-17137. 454240-10 Monsanto Company OWN May 21, 2001
Thoma, R.5., G. Holleschak, ®.E. Hileman and J.1.
Astwood (2001). Primary Suuctural Protein
;51‘26 Characterization of Com Event MON 863
85.2100 Cry3Bb1.11078 I'rotein Using N-1erminal Sequencing . Dated
¥ [ Flight Mass Spect tri
i.’l.r_'_irfl:el 1:::7 u,.” Eﬁ !t Mass Spectininetnt 454240-11 Monsanio Company QOWN May 21, 2001
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
Regulatory Affairs Mar.
EPA Form B570-35 (9-87) Electronic and Paper versions available. Submil only Paper version, Agency Internal Use Capy

Monsanto Company 00-CR-032E-19 ., Page 6 of 45




Form Appraved OMB Ng, 2070-0060

ot \-'-‘,E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

sespe e 401 M Street, S W,
A C ~_Washington, D.C. 20460
v T’aperwork feyuction Act Netice: The public repoiting burden for this collection of information is estimaled to average 0.25 hours per respanse tor registration activities and 0.25 hours par
b tesponse’lor rareglstrahon and special review aclivities, including fime for reading the instructions and completing the necessary forms. Send commants regarding the burden eslimate or any
LA R

*[ biher aspell of 1his collection of information, including suggestions for reducing the burden 1o: Director, OPPE Information Management Division (2137), U.S. Environmantal Prateclion Agancy,
401 M Strest, S W., Washinglon, DC 20460. Do not send the form lo this address.

L DATA MATRIX

Date: Febikiry 20. 2003 ) EPA Reg. No./File Symbol: 524-LEl | Page Jof 14

Applican's/Regisiranl's Name & Addrass:

Monsanto Company, 600 13" Street, N.W.. Suilc 660, Washington, D.C. 20005 ) Product:  Corn Event MON 863

ingredient Bacillus thuringiensis Cry3Bbl and the genetic material necessary for its production {vector ZMIR13L) in event MON 863 corn

Guideling Relerence Number Guidaling Sludy Nama MRID Numbaer Submiiter Status Nota
Ilileman, R.E., G. Holleschak, L.A. Tumer, R.S. Thoma,

151.26 C.KR. Brown and J.I}. Astwoad (2001). Characterization

BR5.2100 and Equivalence of the Cry33b| Protein Prxluced by &)
cofil Fermentation and Corn Evenl MON 863, MSL- Dated
17274, 455382-01 Monsaro Company OWN November 5, 2001

151-25

8852300 L. Kolwyck, B-P. Tonnu, Y. A. Dudin, T, Ploesser and K.
Gustafson (2001). Validated Methng for Extraction and Dated
Direc) ELISA Analysis of CrydBbl in Com Grin. 453731-01 Maonsanio Company OWN April 7, 2001

151.27

B85.2400

Samples will be submitted as part of the independent
Jaboratory method validation work that is onpoing.

Dudin. Y.A.. B-P. Tonnu, L. Albee and R.P. Liretic

153-4 (2001). Amended Report for MSL-16559: 8.1,

885.2500 Cry3Bb1.11008 and NPTII 'rotein Levels in Sample
Tissue Collecied from Com Evenl MON 863 Grown in . Dated
1990 Ficld Trials. MSL-171811 454240-01 Monsanto Company OWN May 21, 2001
Astwood, 1.0, R.E. Hileman, M.J. McKee, T.). Rydel.

152.30 1.W. Seale and L. English (2001}, Safely Assessment of

885.3050 Cry3l3b1 Yariants in Com Rootworm Protected Com.
MSL-17225. A pathogenicity derermination is not Dated
applicable since Cry3Hb} is not a living orpanism. 454240-09 Monsanto Company OWN May 21, 2001

Signature Name and Title Date

Dennis P. Ward, Ph.D. February 20, 2003
. Repulatory AfTairs Mar,
\)\ EPA Form 8570-35 {9-97) Electionic and Papear versions available. Submit only Paper version. Agency Internal Use Copy

Q() Monsanto Company 00-CR-032E-19 Page 7 of 45
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P Form Approved OMB No. 2070-0060
v’E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

P 401 M Street, S.W. .
Washington, D.C. 20460

Paperwqu Hnﬁuctinn Act Notice: The public reparting burdan for lhis coliection of information is eslimataed to average 0.25 hours per respanse for ragistration aclivities and 0.25 hours per

|, fesponsa for reregistration and spacial review activities, including timae for reading the instructions and completing the necessary forms. Send comments regarding the burden sstimate or any
" Bthar aspect of this collection of informalion, including suggestions for reducing (he burden to: Diractor, QPPE Information Management Division {2137, U.S. Environmantal Protaction Agency,
401 M Stiget, S W.. Washington,DC 20460. De not send he form to this address.

DATA MATRIX

Date: February 20, 2003 ' EPA Reg. No./File Symbal: 524-LEI Page d of 14
Applicant’s/Registrant's Name & Address: '
Monsanto Company; 600 13" Street. N.W., Suite 660, Washingon. D.C. 20005 Product: Corn Event MON 863
Ingredienl Bacittus thuringiensis Cry3Bbl and the gencetic material necessary for its production (vector ZMIRI13L) in event MON 863 corn
!
Guideline Reference Number Guideling Study Nama MRID Numbear - Submilter Status Note
Bonneue, K.L. and P.ID. Pyla {2001). An Acute Grat
152-30 ' Taxicily Swedy in Mice with £ roli Produced
§85.3030 Cry3Bb1.11098{Q349R) Proicin, Amended Finat Report.
885.4150 MSL-17382. A pathogenicity detertnination is not Dated
applicable since Cry3Hb) is not a fiving organism. 435382-02 Munsanto Company OWN November 5, 2001
Lexch, J.N., R.E. Hileman and LD, Astwood {2001,
Asscssment of the in vitrp Digestibility of Cry31ib]
152-30 Protein Purified from Corn Event MON 863 and
883.3050 Cry3Bb! Protein Purificd from £. rofi. MSL-17292. A Daced
hogenicity determination i licable since e
Eaa:_,‘:],i’i?lil fﬂ,c:c.m“_nar?“, ,I,S,rlm Spphieable since 455382-03 Monsanto Company OWN November 5, 2001
Hileman, R.E., JL.N. Leach and J.I>. Astwood (20010),
152-30 Assessment of the i viera Digestibility of
#85.3050 Cry3bHb1 HOPR(QI4UI) Protein in Simulued Intestinal
Fluid. MSL-17530. A pathogenicity detenminalion is nol Dated
applicable since Cry3libl s nola living organisn, 455770-02 Monsanio Company OWN January 8, 2002
152-3]
152-34 . . . .
15335 Nat applicable since Cry3ib1 is a plant-incorporaled
885.3100 active ingredient, is present at low levels, and there s
' little epporiunity for dermal or aculir contact.
Not applicable since Cry313b1 is a plant-incorporated
152.32 active ingredient, is present af low levels, and there is
BB5.3150 . little opportunity fur human inhalatiun expusure, A
pathagenicity determinatian is not applicable since
Cry3Hh1 is nol a hiving organism,
Signature Name and Title Dare
Dennis Po Ward, Ph.D. February 20, 2003
Repulatory Affairs Mgr.
EPA Form 8570-35 (9-97) Electronic and Paper varsions available. Submit only Paper version. Agenqy Internal Use Capy
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AL o1 = UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
RN L] \’ ..E P.A 401 M Street’ SIW'.
. - : Washington, D.C. 20460

A

:Paperwt:_rk'ﬂc;ducilon Act Notlce: The public reporling burden for this collaction of inlormation is estimated to average 0.25 hours per response for registration activilies and 0.25 hours per
Jesponsa for reregistralion and special review activities, including time for reading the instructions and completing the necessary forms. Send comments ragarding the burden estimate or any
P biher aspecl of this collection of information, including suggestions for reducing the burden to: Directar, OPPE Information Management Division {2137), U.S. Environmenta! Prataction Agency,
401 M Stieet, & W., Washington, DC 20460. Do not send the lonm 1o this address.

DATA MATRIX

Data: Fépruury 20, 2003 . EPA Reg. No./File Symbol: 524.-LE[ | Page 5 of 14
Applicanl's/Registran's Name & Address: !

Monsanto Company.. 600 13™ Street, N.W., Suile 660, Washingion, D.C. 20005 Product:  Corn Event MON 863

Ingredient Buaciltus thuringiensis Cry3Bb| and the genetic material necessary for its production (vegtor ZMIR 131} in event MON 863 corn

Guideling Reference Number Guidsline Study Nama MRID Nurnber __Submilter Status Nata
152-33

B85.3200

Not applicable since Crydfib! protein is acither infeelive
nor palhogenic,

Hileman, R.E., E.A. Rice, R.E. Goodman and J.D.

151-36 Astwood (2001). Risinlonnatics Evaluation of the
885.2200 ) Cry3BbI Proicin Produced in Corn Event MON 8063
’ Utilizing Allergen, Toxin and Public Domain PProtein Dated
Databases, MSL-17140, 454240-08 Monsanto Company OWN May 21, 2001
152.36
152.37 There is no clear published evidence thal has
1528 demonstrated clinical allergic reactions o 8¢ crystal
885 3400 proteins. Monitoring for hypersensitivity incidents can

be smplemented afier regisiation is pranted.

15230
885.3500
Not applicable since Cr\‘3|-ﬂ)| i$ not & living arganism.
Gallagher, S.P., ). Grimes and J.13. Beavers (1999),
154-16 Baeciltus thuringienyis Protein 11231 in Comn Grain: A
885.4050 Diclary Toxicily Study with the Northem Bobwlhile.
MSL-16161. A pathogenicity determination is not Dated
apphicable since Cry3Hb1 is not a living organistn, 449043-15 Monsanio Company OWN Aupust 19, 1999
Signalure Name and Tide Date
Dennis P. Ward, Ph.D. February 20, 2003
Regulatary Affairs Mpr.
EPA Form 8570-35 (9-97) Elsctronic and Paper versions available. Submil only Papar version, Agency Internal Use Copy

—&=,  Monsanto Company 00-CR-032E-19 Page 9 of 45




Form Approvad OMB No. 2070-0060

1 EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
seuds ~:__J: 401 MSlree%,S.W.
:::: WaShington, D.C. 20460

JFaperwgriReduction Act Notice: The public reperting burdan for this collection of information is estimated to average 0.25 hours per rasponse for ragisiration aclivitias and 0.25 hours par

| ¥83ponse tor reragisivation and special review activilies, including tima lor reading the Instructions and compleling the necessary lorms. Send comments regarding the burden eslimale or any
biher aspect of this collection of Information, including suggeslions lor reducing the burdan to: Diveclor, OPPE Infermation Managemsnt Division {2137}, U.5. Environmenlal Prolection Agency,

401 M §fidat & W. Washington, DC 20460, Do nol send the form to this addrass.

DATA MATRIX

N

LR
Date: Fébrisiry 20, 2003 . EPA Rag. No./File Sympbol: 524-LEl | PageGol 14
Applicanl's/Registrant's Nams & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product:  Corn Event MON 863
ingredient  Bucillus thuringlensis Cry3Bbl and the genctic material necessary for its production {vector ZMIRI3IL) in event MON 863 corn
Guideling Relerence Number Guideling Study Name MRID Number Submitier Stelus Note
154-17
§85.4100
A pathogenicity determination is not applicabte since
Cry3Bbl is not a living organism.
‘Not applicable since there is no reason 10 suspect thal
154-18 wild mammals would be any more scasitive te Cry38bl
885.4150 than laboratory mammals, Mammals do not possess Cry
pratein recepiars. A pathogenicily delermination is ot
applieable since CryJHAbi is not a tiving organism.
Li. M.H. and E.H. Robunsan {1999). Cvaluation of Insect
154-19 Protected Com Lines MON 853 and MON 859 a5 a Feed
885.4200 Ingredient for Catfish, MSL-16164. A paibogenicity
determination is not applicable since Cry3libt is nota . ' Dated
living organism. 445043-{9 Monsanio Company OWN August 19, 1999
154.19 .
885.2600 McKee, M1, (2001} Hiucegilt Dietary Toxicity Study (or
the Bacilius thuringiensis CrydBb! Protcin Variant: A Dated
Waiver Requesi. MSL-17383. 455382-00 Monsante Company OWN November 5, 2001
Drouar, K.R. and H.G. Krueger (1999). Haciflus
154.20 thuringiensis Protein 11098 in Cam Pollen: 4B8-Hour
885-4’40 Static Renewat Acute Toxicity Test with the Cladoceran
e {Dapknia magnay MSL-15988. A pathopenicity Dated
determination is not apphicable si 1Lt is not )y
h::ﬂ"i'fnf not applicable since Cry3 s nota 440(43-18 Maonsanto Company OWN August 19. 1999
Signature Name and Title Date
Dennts P. Ward, Ph.D. February 20, 2003
Repulatory Afinirs Mpr,
EPA Form B570-35 (9-97) Electronic ang Paper versions avaitable. Submit enly Paper version. Agency Internal Use Copy
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Form Approved OMB No. 2070-0080

1 wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
LERE L) ' 401 M Street, S.W,
. . Washington, D.C. 20460

&

17 Paper\r ork Reduction Act Notice: The pubhc reporting burden for this collection of information is astimated to averags 0.25 hours per responsa for regislration activilies and 0.25 hours per

Jesponse for reregistration and spacial review aclivities, including lima for reading the instruclions and completing the necessary forms. Send comments regarding the burden aslimale or any
‘Biher aspéct of this collection of information, including suggestions for reducing Ihe burden lo: Director, OPPE Information Managemenl Givision (2137), U.S. Environmental Proteclion Agency,

401 M Steet, S W. Washinglon, DC 20460. Do not send the form to |his address.

DATA MATRIX
Date: Feoruiry 20, 2003 : EPA Reg. No./File Symbol; 524-LEI | Page 7 of 14
Applicant's/Regisirant’s Name & Address: :
Monsanto Company, 600 13" Street, N.W., Suite 660, Washingtan, D.C. 20005 Product:  Corn Event MON 863
Ingredient Bacillus thuringiensis Cry3Bbl and lhe genetic material necessary for its production {vector ZMIR13L) in event MON 863 corn
Guidelina Relerence Number Guideiing Study Name MRID Number Submitter Status Nolg
Results of acule woxicity Lests with Dapfuiiz and catfish
154-21 did not preduce any evidence of adverse effects. Testing
§85.4280 | with estuaring and marinc species is not warranied

because of very low 1o no potential for exposure 1o the
Cry3 protein from Meld carn. A pathogenicity

determination is not applicable since cry3Bbl is nota
living organism.

154-22 Cry3Bbl is an insect toxin and Cry prolcing have never
8854300 heen shown to cause oxicily in aguatic and termestrial
plants. The risk of putcrossing to weedy wild relalives is
virtually nonexistent.

Falmer, 5.). and H.O. Krueger {1999). Barittus

154-23 thuringiensis rotein 11231 Diciary Toxicity Study with
885.4340 the Ladybird Bectle {(Hippodania converyens). MSL-
16166. A paihogenicity determination is not applicable Dated
since CryJDBbI s not a living organism. 449043-14 Monsanto Company OWN August 19, 1999
Hoxter, K.A,, S.]. Palmer and H.O. Krucger {1999).
154-23 Bueillus thuringiensis Proiein 11231 An Acute Toxicity
885.4340 Study with Earthwaorm in an Artificial Soil Substrate.
MSL-16162. A pathogenicity determination is not . Dated
applicable since Cry3Bbl is nota living orpanism. 449043-16 Monsanto Company OWN August 19,1999
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
: Regulatory Affairs Mgr.
EPA Form B570-35 (3-97) Electronic and Paper vearsions availabla, Submil only Papar varsion. Agency Internal Use Copy

Monsanto Company 00-CR-032E-19 Page |1 of 45 -
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Form Approved OMB No. 2070-0060

L]

o Paperwo I: Reduction Act Nollge: The public reporting burden for this cofiection of information is estimated to averaga 0,25 hours per response for registration activities and 0.25 hours per
gasponsefor rraglstranon and special raview activilies, including limae lor reading 1he instructions and complating the necessary forms. Send comments regarding the burden estimate or any
. Other aspact of this coilection of infarmaltion, including suggestions for reducing the burden to: Director, OFPE information Management Division {2137), U.8. Environmental Protection Agancy,

401 M Streel, S.W., Washinglon, DC 20460, Do nol send Ihe form to Ihis address.

DATA MATRIX

Date: Fc:hrunry 20, 2003

DPennis P. Ward, Ph.D.
Repgulatory Affairs Mar,

February 20, 2003

EPA Reg. No./Fite Symbel, 524-LEI Page B of 14

Applicant's/Registranl's Nama & Address: ' .

Monsanto Company, 600 13" Street, N.W., Suite 660, Washinglon, 3.C. 20005 Product: Corn Event MON 863

Ingredian Baciitus thuringiensis Cry3Bb1 and the genetic material necessary for its production {vector ZMIR13L) in event MON 863 corn

Guideling Retarance Number Guidsline Study Name MBID Number Submitler Slatus Notg
Teixcira, D. (1999). Assessment of Chronic Toxicity of

154-23 Com Tissue Containing the Baciftus thuringiensis

8854340 Prolein 1 198 (0 Cotembola {Folsomda candidi). MSL-
15988, A pathogenicily detenmination s not applicabie Dated
since Cryd b1 is net a living organism. 449043-17 Monsanio Company OWN Aspust 19, 1995
Pateer, 8.0, and H.O. Krueger (1999). Baciffuy

154-23 thuringiensis Protein 1123t A Dictary Study with Green

885.4340 Lacewing Larvae (Chrysoperia rarnea). MSL-LGI65. A
pathogenicity determination is not applicable since . Dated
CrydBbl is nol a fiving orpanison. 449043- 12 Monsanto Company OWN August 19, 1999
Patmer, 8.1 and H.O. Krucger (19995, Borediuy

154-23 Hueringiensis Protein 11231 A Dictary Study with the

885.4340 Parasitic Jymenoplera (Masonia vitripensiis). MSL-
1616, A pathogenicity determination is not applicable Dated
since Cry3iih! is not a living organism. 440043-13 Monsanto Company QWN August 19, 1999
Head, G. {2001}, Research on the Effects of Corn

154.23 Rootworm Protected Transgenic Com Events on

885.4340) Nontarget Grganisms: Freliminary Report. A
pathogenicity determination is not applicable since Dated
Cry3Nbt is not a living organism. 453484-02 Monsanto Company OWN February 20, 2001
Duan, )1, G. Head, M. MeKe¢ and T.E. Nickson (2001).
Dietary Effects of Transgenic Bacitlius thuringiensis (i3t)

|54‘234 Corn I'olien Expressing a Variant of Cry30ihi #rolein on

885.4340 Aduits of the Ladybird Beetle, Cofeamegilla maculara, Dartegd
MBSL-16936. A pathogenicity determination is not ’
arelisalin cinen 1.1,,,1, ,E,;_M_I;: f,,,__L,,IL ,if]__,l,;,,,, 453613-01 Monsanie Company CWN March 20, 2001

Signature Narne and Title Date

N
-~

EPA Form 8570-35 (9-87}) Electronic and Paper varsions avaiteble. Submit only Paper version,

Monsanio Company

00-CR-032E-19

Agency Internal Use Copy
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Form Approved OMB No. 2070-0060

aE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L . 401 M Street, S.W..
Washington, D.C. 20460
+ Paperwo. k Rewuction Act Nolice: The public reparting burden for this callection of intarmation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per

tesponse.‘or raragistration and special review aclivities,.including time for reading the instruclions and cemnpleting the necessary forms. Send comments regarding the burden eslimate or any
Qther aspert of this collection of informalion, including suggestions lar reducing the burden to: Director, OPPE Information Managemert Division (2137), U.S. Environmental Protaction Agency,

401 M Sirgnt, 5 W, Washingten, DC 20460 Do not send the form to this address.
' DATA MATRIX

Date: Fehroary 20, 2003 . EPA Reg. No /Fila Symbol: 524-1.E] | Pagebof 14
Applicant's/Registrant's Namga & Address:
Monsanio Company, 600 13" Streer. N.W ., Suite 660, Washingion, D.C. 20005 Product:  Corn Event MON 863
ingredient HRacillus thuringiensis Cry3Bb1 and the penetic material necessary lor its production {vector ZMIR13L) in event MON 863 corn
Guideline Reference Number Guidaline Sludy Nama MRID Number Submilter Status Nota
Bryan, R.L.. LR Porch and H.O. Krueger (20017,
Dietary Effects of Transgenic BT Corn Pollen Expressing
154-23 a Varant of Crydlhi Prolein on the Ladytard Beclle,
885.4340 Hlippodamia eonvergens, MSL-1T1TE A pathogenicity Dated
determination is not applicable since Cry3it) is not X ate
g NANON 15 TOLAGPRCAle since R IySRUT W AoTE 453613-02 Monsanto Company OWN March 20, 2001
Bhaiti, MLAL C.L. Pilcher, M) McKee, T.E. Nickson,
G Head and C.0. Pileher {2001}, Ficld Bvaluatian for
154.23 the Eculogical Impact of Corn Rikuwornm Insect-Protected
885.4340 Com on Noen-Target Qrganisms. MSL-17179. A Dated
h Bl
pat ﬁ?f’,"f_”f,_‘,’“cflm’"”fi“’:‘_fs not applicable since 455382.06 Monsanto Compaay OWN November 5, 2001
Du‘m 10, M MeKee and TE. Nickson {2001,
Dietary Lifects of Transgenic Baeitfus taringiensis (B}
154-23 Corn Pollen Expressing a Varianl of Cry3Bbl Protein on
885.4340 Larvae of the Ladybird Beette, Cofeame gilla maeidata. Dated
MSL-16907. A puthogenicity (Ic1erm ation s nat ae
S T T - S T PO T 455382-04 Monsanig Company OWN November 5, 2001
Sears, M. and M, Manila (2002). Detwermination of the
Tuxicity of Corn Pollen Expressing a Cry3libl Variant
154-21 I'ratein @ Fust Insiar Monarch Ruierfly Larvae [ Oeamey
8854340 pleaippus) via Laboralory Bioassay, MSL-17235 A Dated
thogenicity delermination is not applicable since
E:I:;O,%::”C_l fmiL,mmll:cT_ 1‘:10 dpniicable stee 455382-05 Monsanto Company OWN November 5, 2001
154.23 Head, G, M. Pleaa, S. Sivausupramanian and T. Vaughn
BRS 4340} 2000, Insectictdal Spectrum of Activity for Cry3Hb
Pratein in vitre, CINTO. A pathugenicity detenmination Dated
is nat applicable since Crydlibl s nota living organism. 455182-07 Monsaruo Company QOWN November 5, 2001
Signature Name and Title Date
' Dennis P. Ward, Ph.DD. February 20, 2003
. { Regulatory Affairs Mpr.
EPA Form B570-35 (8-97) Electronic and Papar varsions available. Submil only Paper varsion. Agency Internal Use Copy

'Monsanto Company : 00-CR-032E-19 . Page 13 of 43
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401 M Sirest, S W., Washington

, DC 20460. Do not send the {orm to this addrass.

L]
seeec} Paperwork Reduclion Act Notice: The public reporting burden 1or this collaction of information is estimaled to average 0.25 hours per response for registration aclivities and 0.25 hours per
«sponse for ry.egistralion and special review activilles, including time for reading the insiructions and compisting tha necessary forms. Send comments ragarding the burden gstimate or any
+ | Biner aspe~ of this collection of iInformation, including suggeslions for reducing 1he burdan to: Director, QPPE Information Management Division (2137}, U.S. Environmental Protection Agency,

DATA MATRIX

Date: Fchruery 20, 2003 EPA Rag. No./File Symbol: 524-LEI | Page 100of 14

Applicant's/fRegistranl’'s Name & Address:

Monsanto Company,:600 13" Sireet, N.W., Suite 660, Washingion, D.C. 20005 Product:  Corn Event MON 863

Ingredient Bacillus thuringiensis Cry3Bbi and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 corn

Guideline Relerence Number Guideling Study Name MRID Numbar Submitter Slalus Nata
Duan, )1, M. ), McKee, G. Head and C.R. Brown

154-23 (2002). Endangered Species Impact Assessment for

8854340 Cry3Bbl Protein in Transgenic Corn Event MON 863,
MSL-17614. A pathogenicity determination is not Dated
applicable since Cry3 b1 is not a living organisim. 4557170-03 Monsanie Company QOWN January 8, 2002
Head, G. (2002). Research on the Effects of Corn

154-21 Rooiworm Protecied Transgenic Com Events on

B85.4340 Nontarget Organisms: Preliminary Results. A
pathogenicity determinatian is not applicable since Dated
Cry3Bbl is not a living orpanisn:. 456530-03 Monsanto Company OWN April 9, 2002
Dhatti, M. A, L D. Duan, C. L. Pilcher, C. [, Pllcher, M.

154-23 J. McKee, T, E. Nickson, G, P, llcad and C. Jiang {2002},

885‘4340 Ecological Assessment of Nontargel Organisms in the Dated

' lows of Corn Rociwoerm Insect I'roiccted Com Hybrid 5 ae |

Containing MON 863 Event: 2000 - 2001 Ficld Trials. cptember 10,
Dpone M4C) 1TETL & marbmaneinii dormericarinm i Monsanlo Company OWN 2002
Sindermann, AR, ). R. Porch and H. O. Krueger {2002).

154-23 Evaluation of a Cry3I3t1 Protein Yariant in an Acule

885.4340 Toxicity Swudy with the Earthworm in an Ariificial Soil Daled
Subsizate. MSL-18137. A pathogenicity determination Seplember 10,
is not applicable since CrydBh1 is not 2 living organism. Monsanlo Company OWN 2002

154-249 Maggi. V.L. (1999). Cvaluation of the Dictary Effects of

885.4380 Purified Bacittus thuringiensis Pronein 11231 on lloney
Bee Larvae. MSL-16168. A pathogenicily delerminalion Dated
is not applicable since CeyMibl is nou a living organism. 449043-10 Monsanto Company OWN August 19, 1999

Stgnature Namne and Tile Date

Dennis P. Ward, Ph.D. February 20, 2003
Regulatory Affairs Mgr.

EPA Form B570-35 [9-87) Electronic and Papar versions available. Submit only Paper version,

1Y) Mansanto COmp.Tmy

00-CR-032E-19

- Agency Internal Use Copy

Page 14 of 45




Form Approved OMB No. 2070-0060

. \e’E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: 401 M Street, S.W.
RN Washington, D.C. 20460

Faperwoerl Reduction Act Natice: The public reparting burden for this collection of infarmation is estimated to average .25 hours per responsa lor registration activities and 0.25 hours per
sesponsa.for ra-egistration and spacial review aclivities, including time for reading tha instructions and completing the nacessary forms. Send comments regarding the burden estimate or any

L biher asperi of this collection of information, including suggestions for reducing the burden to: Director, OPPE Infermation Management Division {2137), U.S. Environmental Protection Agency,

401 M Slreel, 5.W., Washington, OC 20460. Do not send the form to this address.

T DATA MATRIX

Date; Pehruzry 203, 2003 : EPA Rag. No/File Symbol. 524-LE[ | Page |1 of 14

Applicant's/Ragistrant's Name & Addrass:

Monsanto Company -600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product:  Corn Event MON 863

Ingrediont Bacilius thuringiensis Cry3Bb! and the genctic material necessary for its produclion (vector ZMIR13L) in event MON 863 corn

Guideline Reference Number Guidsling Study Nama MAID Number . Submitter ) Slalus Nota
Maggi, V.L. (1999). Evaluntion of the Dictary Efieci(s)

154-24 of Purified Haeitfur thuringfensis Protein 11231 on Adalt

BRA5.43K0 Honey Hees {Apriy mellifera 1) MSL-]_(:](:‘J. A
pathogenicity determination is not applicable since ’ Daled
Cry3l3bl is not a living arganism. 449043-11 Monsanto Company QWN August 19, 1999

Martin, J.W., M.]. McKee, 5. Dubelman and ¥.A. Dudin
{2000). Acrobic Soil Degradation ol the £ P'rotein

885.5200 11098 as a Component of Insect Protected Corn. MSL-
16440; an unpublished study conducted by Maonsanto t Dated
Campany. 4515GR-04 Monsanto Company OWN June 20, 2000

Dubelman, §., B, Ayden, M. Mucth, ). AL Waurren, C.
Jiang. J. Beokout and Y. Dudin {2002), Acrobic Sail

BES.5200 Drepradatiun of the Beaeiltus thuringiensis Crydlibl Dated
Variant Prolein Produced in Corn Rootworm Prategted September 10,
Corn Event MON 863 MSL-17102. Monsanto Company QWN 2002

Miller, (3. (2000). Public Inlerest Document Supporting
the Registiation and Exemption fram the Requirement of
a Talerance for the Plant-[ncarparated Protectant,
fRacilfus thuringieasiy Cry3lb Protein, and the Genelie

: : [ Dated
Material Necessary for i1s Production in Corn (Vectors
'7u!c>ln1 FhAID !.'f'_” oo TFAAIE ALY ( 450297-01 Monsanto C()m[‘l:lﬂy OWN January 13, 2000

Vaughn, T. (2001}, Pretiminary Resulis of Rescarch on

Insect Resistance Management for u Transgenic Com Dated
Rootworm Contrul Product. 453484-01 Monsanto Company - OWN February 20, 200
Signature Name and Title Date . '
Dennis P. Ward, Ph.D. February 20, 2003
Repulatory Affairs Mer.
EPA Form 8570-35 (9-97) Eleclronic and Paper versions availabla, Submit only Paper version, Agency Internal Use Copy

% "Monsanto Company 00-CR-032E-19 ' o Page 15 of 45
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PR ] Form Approved OMEB No, 2070-0060
7zEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
o 401 M Street, S.W.
Washington, D.C. 20460

p Paperwosk Reduction Act Notice: The public reporting burden for this colloction of information is estimated to avarage (.25 hours per responsa for ragistration activities and 0.25 hours par
sasponsa for r 3:egistration and special review activitiss, including time for reading the insiructions and comgplating the necessary torms. Send commants regarding the burden estimate or any
L, Dther aspert ol this collection of information, including suggestions for reducing the burden to: Director, QPPE Information Managemeni Division (2137), U.S. Environmental Protaction Agancy,

401 M Sirest, § W, Washington, DC 20460. Do not send the form 1o ihis address.
L DATA MATRIX

Data: Pehrueary 20, 2003 : EPA Rag. No./File Symbal: 524-LE[ | Page 120l 14
Applicant's/fRegistrant’s Namp & Address:

Monsanto Compnny:-_GDO 13Y Sireet, N.W., Suile 660, Washington, D.C. 20005 Product: Corn Event MON 863

Ingrediant Bacillus thuringiensis Cry3Bbl and the genetic malerial necessary for its production (vector ZMIR13L) in event MON 863 corn

Guideling Relerence Number Guideling Study Namo MRID Number . Submitter Status Nota

Pilcher, C.D., ) K. McFerson and DL Ward (2001).
Agronomic Equivaleney of Com Evem MON 863 Dated
Hybrids as Determined in Year 2000 Ficld Trials. 453484-03 Monsanto Company OWN February 20, 2001

Pitcher, C.12.(2001). Efficacy of MON 863 Againsi
Com Roolworm and Comparison (o Inscclicide Dated
Tsealments ~ Results of Year 2000 Ficld Trials. 453613-01 Monsanie Company - Own March 20, 2001

Administrative Malerials in Support of the Application
Tor Registration of Event MON 863: Comn Rootworm
Protecied Com (Vector ZMIR13L); EI'A File Symbel Dated
524-LEI 454240-00 Mgnsanto Company OWN May 21, 2001

Administrative Materigls in Support of the Application
for Regisization of Event MON 863 Corn Roolworm
Protecied Com {Vector ZMIR 13L): EPA File Symbol Dated
524-LEI 455382-00 Monsanig Company OWN November $, 2001

Vaughn, T.T., M. Pleau, R. Knuison and T. Coombe
{2001). Comparing the Eificacy of MON 853 and MON
863 to Three Corn Rootwonn Species, Northern Corn
Rootworm (Diakrovica brarheri), Southern Comn

S

Rootworm (£ wadeconpusictorn hewardiy, and Wesiern Dated
P T TV 455382-08 Monsanto Company OWN MNovember 5, 2001
Signature Name and Title Date
Dennis P. Ward, Ph.DD. February 20, 2003
. Repuiatory Affairs Mgr.
EPA Form B570-35 {5-97) Elsctronic and Paper versions available. Submil only Paper version. Agency Internal Use Capy

- Monsanto Company 00-CR-032E-19 _ Page 16 of 45
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oo ) . . Form Approved QM8 No. 2070-0060
L.x7EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
] o : 401 M street, S.W'-o
T Washington, D.C. 20460

»
» » » o]+ Paperwo: k Revuctlon Act Notice: The public reperting burden for this collection ¢f informalion is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per

wesponse-ior ruragistration and special review aclivities, including \ime for roading the instructions and compleling the necessary forms. Send comments regarding the burden aslimate or any

? o v ole8ther aspect of this collection of information, including suggestions for reducing the burden to: Cirector, OPPE Information Management Division (2137}, U.S. Environmental Protaction Agency,

S,
A

401 M Staat, S W, Washington, DC 20460. Do not send lha form to this address.
T DATA MATRIX

Date: IFchrra-y 20, 2003 - EPA Reg. Na./File Symbol: 524-LEIl Fage 13of 14
Applicant's/Regisirant’s Nama & Address: i

Monsanto Company..600 13™ Sireet, N.W., Suite 660, Washingion, D.C. 20005 Product:  Corn Event MON 863

Ingredient _ Bacitlus thuringiensis Cry3Bb) and the genetic material necessary for its production {vector ZMIR13L) in event MON 863 corn

Guideling Raforenca Number Guideling Study Nama MRAID Number . Submitier Status Nata

Vaughn, T, D. Ward, J. Pershing, G. Head and 1.
McFerson {20010, An Interim Inscel Resrsiance
Management Plan for Corm Event MON 863: A
Transgenic Cem Rootwonm Control Product. MSL- Dated
17556. 455770-01 Monsunio Company OWN January 8, 2002

Ward, D. P (2002). Public Inicrest Asscssment
Supporting Registralion of Hacilfus thuringicnsix
Cry3BI:1 Protein and the Genelie Malerial (Veetor

ZMIR13L) Necessary for its Production in Corn Event Dated
MON R63. MSL-17766. 456530-0t Monsanto Company OWN April 9, 2002
Mitchell. . D. (2002). Yicld Benelin of Corn Event Dated
MON 863, MSL-17782. 450530-02 Mansanto Company OWN April 9, 2002

Alsion, ). M. J. Hyde and M. C. Marra (2002}, An Ex
Anie Analysis ol the Benefits fremn the Adopiion of

Monsanto's Corn Rootworm Resistant Varieral
Dated

. @
Technology - Yield Kootworm, MEL-17993. 45692301 Moansanto Company OWN June 10, 2002
Stone, T. {1993). Administrative Matcrials in Support of
151,20 the Exemption from the Reyuirement of a Tolerance for Dated
Neamycin Phosphousnsierase [ as a Plant Pesticide Naovember 23,
Formulalion Inert Ingredicnt. 931328 430547-00 Monsanta Company OWN 1993
Signature : Namc and Title Date
Dennis P. Ward, Ph.D February 20, 2003
Repuiatory Affairs Mgr. '
EPA Form 8570-35 {9-97) Electronic and Papar versions available. Submit only Paper version. Agency Internal Use Copy
Monsanto Company 00-CR-032E-19 Page 17 of 45
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washingtan, D.C. 20460

Farm Approvad OMB No. 2070-0060

Paperwo'k Rucuction Act Notice: The pubtic reporting burden lor this coftection of information is estimated to average 0.25 hours per response lor ragistration activities and 0.25 hours per
|, lesponsa fer reregisiration and spacial review aclivilies, including lime for reading the instructions and compleling the necessary forms. Send commanils regarding the burden estimate or any

othaer aspact of this collection of information, including suggestions for reducing tha burden to: Director, OPPE Information Management Division {2137}, U.S. Environmantal Protection Agency,
401 M Sireel, S.W., Washington, DC 20460. Do not sand the form 1o lhis address.

DATA MATRIX

Date: Fc.blruugy 20, 2003

EPA Reg. No./Fita Symbol: 524-1.E] | Page tdof 14

Applicant's/Registrant's Name & Address:
Monsanto Compuny, 600 13" Street, N.W., Suite 660. Washington, D.C. 20005

Product:

Corn Event MON 863

Ingragient

Bacillus thuringiensis Cry3Bhi and the genclic material necessary for its production (vector ZMIRI3L) in event MON 863 corn

Drennis P, Ward, Ph.D>
Regulatory Affairs Mar.

Guideling Relarence Nurmber Guldeling Study Namae MRID Number Subrnilter Slatus Nota
Naylor. M. W, (1992). Acute Oral Toxicity Study of
152-10 Neogmycin Phosphotransferase (NITTH in Athino Mice, Brated
ML-D1-409. A pathogenicity detenmination s not November 23,
applicahle since Cry3libl is not a Hiving orpanism. 430547-G1 Monsanto Comipany OWN 1993
Ream, ) E, {1993). Assessment of Degradation of
Neomyein Phosphotransferase 1 in Mo vitre Mammatian
15230 Digestion Models, IRC-21-ANA-O6. A pathogenicily Dated
determination is not applicable since Cry3Bhi s nota November 23,
living organisrm, 430933-02 Monsante Company QWN 1093
Lirerature Clied in Submission Suppeoning the Exenption
from the Requirement of 2 Toterance for the Plant Dated
Pesticide Formutation fnert tngredient Neomycin November 23,
Phosphotransferase 11, 430547-02 Monsanto Company PL 1993
Signalure Name aad Title Date

February 2G, 2003

EPA Form 8570-35 (8-87) Elactronic and Papar versions avaitabte, Submit only Paper version.

Monsanto Company

00-CR-032E-19

Agency Internat Use Copy
Page 18 of 45




" ' Form Approved OMB No, 2070-0050
WE QA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

I 401 M Sireet, S W.

Washington, D.C. 20460

Paperwo’l Reductlon Acl Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response lor r-agisiration and spocial review activiligs, including time for reading the instruclions and completing tha necessary forms. Send commenls ragarding lhe burden astimate or any
uther aspert of this collection of informalion, inctuding suggeslions lor reducing the burden lo: Bireclor, OFPE Information Managemant Dwtsrcn {2137), U.5. Envircnmental Prolaclion Agency,
401 M Streel, S.W.. Washinglon, DC 20460, Do not send the form lo this address.

DATA MATRIX

Date: Fehruary 20, 2003 . EPA Reg. No.fFile Symbol: 524-LE] | Page 1 of 14
Applicant's/Regislrant's Name & Address: ' ’
Monsamo Company, 680 13" Street, N.W., Suite 660, Washington, D.C, 20005 Product: Corn Event MON 863
ngredient Bacillus thuringiensis Cry3Bb! and the penelic materiul necessary for its production {vector ZMIR13L) in event MON 863 corn
Guideting Reference Number Guideling Study Nama MRID Number Submittar Status Note
Dawed
Monsanto Company OWN Jontuary B, 2002
Dated
Muonsanto Compatty OWN November 5, 2001
Dated
Mansanio Company OWN May 21, 2001
Dated
Monsanio Company QWN May 2, 2081
. Dated
Monsanio Company OWN May 21, 2001
Signawre Name and Tille Date
é/ Dennis P. Ward, Ph.ID. February 20, 2003
M‘d Repulatory Affairs Mgr.
EPA Form 8570-35 (9-97) Elactronic and Papar versions availeble. Submit only Paper version, Publle File Copy

Mansanto Company 00-CR-032E-19 ’ Page 19 of 45
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- Form Approved OMB No. 2070-0060
'R'IE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

F Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this callection of inlormation is estimated to average 0.25 hours per rasponsa for registration activities end 0.25 hours per
response for raregistration and special review activities, including time lor reading the Instructions and camplating the nacessary forms. Send commaents ragarding the burdan estimale or any
ather aspect of this collection of informatien, including suggastions tar reducing the burden to: Director, OPPE Information Managernent Division (2137}, U.S. Environmental Prateclion Agancy,
401 M Street, 3.W., Washington, DC 20460. Do nol sand the form to this address.

DATA MATRIX
Date: February 20. 2003 EPA Reg. No./File Symbol: 524-LE] | Page 2of i4
Applicant's/Regisirant's Nama & Address: :
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product:  Corn Event MON 863
Ingredient Bacitlus ihuringiensis Cry3Bbl and the penctic material necessary for its production {vector ZMIR13L) in event MON 863 corn
Guideling Relerence Number Guideling Study Name MRID Number Submitter Slatus Nole
Dated
Monsanto Company DOWN June 20, 2000
Dated
Maonsanto Compauy_- OWN June 24, 1997
Dated
Monsanto Conpany OWN August 19, 1999
Dated
Monsanto Cainpany OWN May 21, 2001
Dated
Maonsanto Campany OWN *fay 21, 2001
Signature Name and Title ' Date E
Dennis P. Ward, Ph.D.. Febraary 20, 2002
Regulatory Affairs Mgar.
EPA Form 8570-35 {9-97) Electranic and Paper varsions available, Submit only Paper version. Publle File Copy

\)\ Mensanto Company 00-CR-032E-19 ' Page 20 of 45
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~ Form Approvad OMB No. 2070-0080
EPA . UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden or this colleclion of information is estimated 10 average 0.2% hours per respanse for registralion activities and 0,25 hours per
response lor reregistration and special review aclivilies, including time lor reading the instructions and completing the necessary forms. Send comments regarding tha burden estimata or any
other aspect of this collection of information, including suggestions lor reducing the burden 1o: Director, OPPE Inlormation Management Oivision (2137), U.S. Envirgnmenla! Prateclion Agency,
401 M Streel, 5. W, Washington, DC 20460, Do nol send the form L6 this address.

DATA MATRIX
Date: February 20, 2003 EPA Reg. NofFile Symbol: 524-LIEI | Page 3of 14
Applicant's/Registrant's Name & Address:
Monsanio Company, 600 13" Sireet. N.W., Suite 660. Washingion, D.C. 20005 Product: Corn Event MON 863
Ingredient _ Bacillus thuringiensis Cry3Bbl and the genetic material necessary for its production (veclor ZMIR13L) in event MON 863 corn
Guideling Reference Number Guidelina Siudy Name MRID Number Subrmitier Slalus Notg
Dared
Monsanic Company OWN November §, 2001
Diated
Monsanto Company OWN April 7, 2001
Oated
Monsanto Campany OWN May 21, 2001
Mansanto Company ._... _ Wil . May 21,2001
Signature Name and Tide Date <
Dennis P. Ward, Ph.D. Febriary 20, 2002
) Repulatory Affairs Mpr.
EPA Form B570-35 (9-97) Electronic and Paper versions available. Submit only Paper version, _ Public File Copy

Monsanto Company _ 00-CR-032E-19 . - E Page 21 of 45



~ . ‘ Farm Approved OMB No. 2070-0060
- E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
LY 4
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reparting burden 1or this collection of inlormation is estimaled 1o averago Q0 25 hours per rasponse lor registralion aclivities and .25 hours par
responss for raregislration and special review activities, including tima lor reading the instructions and compleling the necessary lorms. Send commants regarding the burden eslenale or any
olher aspect of this collection of informalion, including suggestions for reducing the burden 10: Director, OPPE Informalion Management Qivision {2137), U.S. Environmental Prateclion Agency,
401 M Street, $.W., Washington, DC 20460. Do nol send ihe Jorm to this address.

DATA MATRIX
Date: February 20, 2003 EPA Reg. No./File Symbol: 52411 | Page 4ol 14
Applicant's/Registrant’s Name & Acddress:
Monsanto Company, 600 13" Sireet, N.W., Suite 660, Washington, I.C. 20005 Product: Carn Event MON 863
Ingredignt Bacillus thuringiensis Cry3BbI and the genctic material necessary for its production (vector ZMIRL3L) in event MON 863 corn
Guideline Relerence Numbaer Guideling Sludy Nama MAID Number Submilier Statug Nole
ned
Monsanto Company OWN Novemher §, 2001
Ouaned
Monsanto Campany OWN Noveber §, 2001
Daned
Maonsanta Company OWN January 8, 2002
Signature Name and Title T Pate
' Dennis P. Ward, Ph.D. - Febraary 20, 2003
Regulatory Affairs Mgr.
EPA Form 8570-35 (2-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy

Monsanto Company : 00-CR-032E-19 : 1ot vt Page220f4S
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SEPA

401 M Streel, SW,
Washington, D.C. 20460

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved QOMB No. 207C-006C

Paperwork Reduction Act Notlce: The public reporting burden for this ¢oltection of intormation is estimated lo average §.25 hours per response [or registration activilies and £.25 hours per
response for raregisiration and special raview activilies, inctuding time lor reading the instructions ang complating the necassary lorms. Send commenls regarding the burden gstimate or any
other espect of this collection of information, including suggestions for reducing the burden to: Director, OPPE information Management Bivision (2137), U.5. Environmental Proleclion Agency,
401 M Strest, S.W., Washinglor, DC 20460. Do not send the lorm to this address.

DATA MATRIX

Dale: February 20, 2003

EPA Reg. NoJFile Symbol: 524-1.11 | PageSof I4

Applicant’s/Ragistrant's Name & Address:

Monsanto Company, 600 13" Street, N.W.. Suitc 660, Washington, D.C. 20005

Product: Cornt Event MON 8063

tngradient

Bacillus thuringiensis Cry3Bbi and the genctic materint necessury for its production {vector ZMIR13LY in event MON 861 carn

Guideline Reference Number Guideling Study Name

Signature

MRID Number

Submitter Stalus Notla
Dated
Monsanio Company OWN My 21, 20
Dated
Monsanto Compary Cw L August 19, 1999

Name and Tille
Dennis P Ward, Ph.D.
Regulatory Affairs Mgr,

Mate
Febrary 20, 2003

EPA Farm 8570-35 {9-97) Electronic and Paper versions available. Submil only Paper varsion.

Monsanto Company

00-CR-032E-19

Pubilic Fite Capy

Page 23 of 45




Form Approved OMB No. 2070-0060

\‘-‘,E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20450
Paperwork Reduction Act Notice: The public reporting burden for this collection of inlormalion is estimated to average 0.25 hours per response lor registration aclivities and 0.25 hours par

response for reragistration and special review activilias, including tima for reading the inshructions and completing tha necessary lorms. Sond commants regarding the burden estimate or eny
olher aspect of this cotlection of information, including suggeslions lor reducing the burden 100 Director, OPPE information Managemant Division (2137}, U.S. Environmentat Protection Agency,

401 M Slreat, 5.W., Washington, DC 20460, Do not send the form to this address.

DATA MATRIX

Date: February 20, 2003 : EPA Reg. NoJ/Fite Symbot: 524-111 | Pagetoll4
Applicanl's/Registrant's Name & Address.
Monsanto Company. 600 13" Street, N.W . Suitc 660, Washington, D.C. 20005 Product: Corn EZvent MON 863
ingredient Bacillus thuringiensis Cry3Bb! and the genctic material necessary for its production (vector ZMIREILY in event MON 863 corn
Guideline Relerence Number Guidgling Study Name MRID Number Submitter Status Nole
Daed
Meonsanto Company OWN August 19, 1995
Dated
Monsanio Company OWN Navember §, 2001
Dated
Monsanto Company_ - | C¥AY _\_ _August 19, 2001
Signature Name and Title Date. - .
Dennis . Ward, Ph.D. February 2u, 2062
Regututory Affairs Mer,
ERA Form 8570-35 (9-87} Eleclronic and Paper versions available. Submit only Paper version, Public File Copy

Page 24 of 45
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~ ] Form Approved OMB No. 2070-0060
\YIE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to averagae 0.25 hours per response for regisiralion aclivities and 0.25 hours per
responsa for reregistration and special reviaw activities, including time for reading the instructions and complaling 1he necessary torms, Sond comments regarding the burden estimate or any
olher aspect of this coflection of information, including suggestions for reducing the burden to: Direclor, OPPE Inlormation Managemeni Qivision {2137), U.S. Environmental Proteclion Agency,
401 M Strest, 5.W.. Washinglon, DC 20460. Do not send the form 1o this address. )

DATA MATRIX
Date: February 20, 2003 EPA Reg. No /File Symbol: 524-LIZ1 | Paga7of 14
Applicant's/Registrant’s Name & Address: .
Monsanto Company, 600 13" Street, N.W., Suile 660. Washington, D.C. 20005 Product: Corn Event MON 863
ingredient Bacillus thuringiensis Cry3Bbl and 1he genetic material necessary for its production {vector ZMIR31) in event MON 863 corn
Guideline Reference Numbar Guideling Study Namg . MRID Number Submitter Status Note
Dated
Monsanto Company OWN August 19,1999
. Dated
Monsanto Company _ CV.i ] August 19, 1999
Signature ' Name and Tile Date- . P
Dennis P. Ward, Ph.D. February 20, 2003,
Regulatory Affairs Mgr.
EPA Form B8570-35 [9-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy

Monsanto Company 00-CR-032£-19 - :; -E PagciSoI'clS
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“ Farm Appraved OMB No. 2070-0060
-,E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY -

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The pubiic reporting burden for this collection of informalion is estimaled to average 0.25 hours per rgspanse lor registralion aclivities and 0.25 hours per
response Ior raragistration and special review aclivilies, including time for reading the instruclions and complating the necessary torms, Sand comments regarding the burden estimale or any
olher aspect of this collection of information, including suggestions for reducing Lhe burden to: Drrcctor OPPE Informalion Management Division (2137]), U.5. Environmenial Prolgction Agency,
401 M Streel, S W., Washington, OC 20460. Do not send 1he form to 1his address.

DATA MATRIX

Date: February 20, 2003 EPA Req. No./Fila Symbol: 524-1.E1 | Page 8.of t4
Applicant's/Ragistrant's Name & Address: )
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 803
Ingredient Bacillus thuringiensis Cry3Bbl and the genctic material necessary for its production (vector ZMIR 131} in event MON 863 corn
Guideline Refarence Number Guidetine Study Name MRAID Number Submitter Starus Mote
. Dated
Mansanta Company OWN August 19, 1999
Dated
Monsanlo Company OWN August 19, 1999
Dated
Mansanto Company OWN Augusl [9, 1999
Daed
Monsama Company OWN February 20, 2001
Dared
Mansanto Company - . OWN J___ﬂnrch 20, 2001
Signalure ) Nume and Title + Date
Dennis P Ward, Ph.D, . Febriary 200, 2003
. Regulatory Affairs Mgr.
EfA Form 8570-35 {3-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy
Monsanto Company 00-CR-032E-19 . . ﬁ Pige 26 of 45
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. Form Approved OMB No. 2070-0060
\-,E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 howrs por responsa lor regisiralion activilies and 0.25 hours per
response lor reregistralion and special review aclivities, including time lor reading the instruclions and completing the necessary lorms. Sand commenls regarding the burden estimale or any
other aspect of this collaction of information, including suggestions 1or reducing the burden 10: Director, OQPPE Information Managemenl Qivision {2137), U.5. Environmental Prateclion Agency,
401 M Slreel, S.W.. Washington, DC 20460. Do not send the lorm to this address.

DATA MATRIX
Data: February 20, 2003 EPA Reg. No.fFile Symbol: 524-[.1Z] Page Y of 14
Applicant's/Registrant's Name & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
ingredient Bacillus thiringiensis Cry3Bbl and the genetic malerial necessary for its production {vector ZMIR 131} in event MON 863 corn
Guideline Reference Number Guideling Study Name MRID Number Submiller Slalus Note
. Daied
Mansanio Compiny OWN March 20, 2001
Dated
Monsano Comipany QOWN November 5, 2001
Dared
Maonsanto Company OWN Navemlier §, 2001
Danedl
Monganta Contpany OWN November 5, 2001
Dated
Monsanto Company . - OMN ] Novemher 5, 2001
Signature Name and Tille , Date. T
' Dennis P. Ward, Ph.D. 1 February20, 2003
: Regulatory Affairs Mar.
EPA Form 8570-35 (9-97) Elecironic and Paper versions availabte. Submit only Paper version. Public File Copy

Monsanio Company 00-CR-032E-19 ) e - Page 27 al 45



" Form Approved GMB No. 2070-0080
\-,E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY -

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlee: Tha public reponting burden for Ihis colleclion ol informalion is eslimated to average 0.25 howts por rasponsa lof ragistiation activilias and 0.25 hours par
rasponsa lor reragistration and special raview activilies, including time for reading the instructions and completing thea necessary forms. Send commonts regarding tho burden estimate or any
othar aspect of ihis coltection of information, ingluding suggestions for reducing the burden to: Diractor, OPPE Information Monagement Division {2137), U.8. Environmenial Prolaction Agency,
401 M Street, 5.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

%

Date: February 20, 2003 EFA Reg. NoJFile Symbol: 524-F.IE1 | Page tfhof 14
Applicanl's/Registrant's Name & Address: )
Monsanto Company, 600 13" Street, N.W ., Suite 660. Washington, D.C. 20005 Product:  Corn Event MON 863
ingradient _ Bacillus thuringiensis Cry3Bbl and the genetic material necessary for its production {vector ZMIR 13LY in cvent MON 863 corn
Guideting Relerence Number Guidetine Sludy Name MRID Number ] Submitler Status Nota
. Pirted
Monsanto Coinpany OWN fanugry 8, 2002
Dated
Maonsanio Company OWN Aprii 9, 2002
Duted
Seprenvher 10,
Monsanta Company OWN n02
Pured
September 1}
Maonsanlo Company QWN N2
Dated
Monsamie Company O NN 1 _ntraus 31990
Signature Name and Title ) Date
Dennis P, Ward, Ph.D. + Februry 20, 2003
Regulatory Affairs Mypr.
EPA Form 8370-35 (8-97} Electronic and Papar versions available. Submit only Paper version, Public File Copy

Monsante Company 00-CR-032E-15 S Page 28 of 45




‘'~ Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
' 401 M Street, S.W.
Washington, D.C. 20460

M

Paperwork Reduction Act Notice: The public reporting burden lor this collection of infarmation is eslimaled to average 0.25 hours per rgsponsa lor regisiralion activities and Q.25 hours per
response for recegistralion and special review activilies, including lime for reading the instructions and compleling the necessary forms. Send commenls regarding the burden eslimate ar any
olher aspect of this collection ol information, including suggesiions for reducing the burden to: Director, OPPE Information Managament Division (2137), U.5. Enviranmanial Proteclion Agancy,
401 M Sireet, S.W., Washington, DC 20460. Do not send the lorm to this address.

DATA MATRIX
Date: February 20, 2003 EPA Reg. No/File Symbol; 524-1.11 | Page tlaof 14
Applicant’s/Registrant’s Name & Address:
Monsants Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredient  Bacillus thuringiensis Cry3Bb| and the genetic material necessary for its production (vector ZMIR 131 in event MON 863 corn
Guideling Relerence Numbar Guideling Study Namg MRID Number I Submitter Stalus Nolg
[ated
Monsanto Company OWN August 19, 1999
Dated
Monsante Company WN June 20, 2000
Dated
September 10,
Maonsanto Company OWN 2002
Dated
Monsanta Company OWN January 13, 2000
) Daled
Monsanio Company CAM ") Fehruary 20. 2001
Signature : ' Name and Title i Date , Lo
Dennis P. Ward, Ph.D. | Febngiry20, 2003, ° °.°
Repulatory Alfairs Mar.
EPA Form B570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Public Fite Copy
Monsanto Company 00-CR-032E-19 _ - :' i -E Page 2% ol 45



~ Form Approvad OMB No. 2070-0080
vEPA , UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
.o 401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden tor this colleclion of information s @slimated to average 0.25 howrs per raspense o1 registration aclivilies and $.25 hours per
rasponse 1or reregistralion and special review activities, including time lor reading Ihe inskructions end completing the necessary forms. Send comments regarding lhe burden ostimale or eny

othar aspect of this collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Managemant Division {2137}, U.S. Environmental Prolection Agency,
401 M Street, 5.W., Washington, DG 20460, Do not send the form 10 this address.

DATA MATRIX

Date: February 20, 2003 ' EPA Reg. No./File Symbol: 524-1.EE1 | Paga I2of 14
Applicant's/Regislrant’s Name & Address:
Monsanto Company, 600 13" Street, N.W., Suile 660, Washingion, D.C. 20005 Preduct Corn Event MON 863
ingredient  Bacillus thuringiensiy Cry3Bb1 and the penctic material necessary for its production {vector ZMIR13ILY in event MON 863 corn
Guideling Raference Number Guidstine Study Name MRID Numbaer Submitter Status Nolg
Dined
Munnsznto Company OWN Febiuary 20, 2001
Prusted
Monganio Campany OWN March 20, 2001
Dated
Monsanig Company OWN Muy 21, 26(H
Dated
Mansanio Company OWN November §, 2001
Dated
Mansanto Company cyii _i Hovember 5, 200t
Signature Name and Title ' Date
Dennis P. Ward, Ph.D., Febiuary 20, 2003
Repulatory Affairs Mgr.

EPA Form 8570-35 {9-87} Electronic and Paper versions availabte. Submit only Paper version,

Monsanto Company 00-CR-032E-19 o Page 30 of 45



P Form Approved OMB No. 2070-0060
w7 EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
' 401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden far this collection of intarmation is estimatcd lo average 0.25 hours per responsa lar regisiration activities and 0.25 hours per
responso for reragistration and special review activities, including time lor reading the instructions and completing the necessary larms. Send comments regarding the hurden estimate or any
other aspect of this callection ol information, including suggestions for reducing the burden to: Director, OPPE Inlormation Management Division (2137}, U.S. Environmental Prolection Agency,
401 M Strest, S.W., Washington, DC 20480, Do nel send lhe form to this address.

DATA MATRIX
Date: February 20}, 2003 _ : EPA Reg. No/File Symbol: 524-LEl | Page 130f 14
Applicant's/Registrant's Nama & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredient  Bacillus thuringiensis Cry3Bbl and the genetic material necessary for its production (vector ZMIRE3L) in event MON 863 corn
Guidsling Refarenca Numbar Guideline Study Namag MRID Number l Submilter Status Natg
Dated
Mansanto Company OWN January 8 2002
Daned
Maonsanto Company OWN _April Y, 2002
. 1Jived
Monsanto Company OWN April 9, 2002
Dated
Mansama Company OWN June 10, 2602
Daed
November 23,
, Monsanto Company - - cyrd l 1993
Signatura . Name and Title . Date
Demnis P Ward, Ph.D. February 24, 2003
Regulatory Affairs Mgr.

EPA Farm 8570-35 {9-87) Electronic and Paper versions available. Submit enty Paper version.

Maonsanto Company 00-CR-0Q32E-19 : - Page 31 of 45
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S E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Y4
401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

401 M Street, S.W. Washingion, BC 20460, Dg nol send Ihe lorm to 1his addrgss.

Paperwork Reduction Act Notlce: The public reporting burden f{or this collection of information is estimaled ‘o avorage 0 25 hours pat tgsponse lor registralion aclivities and 0,25 howrs per
response for reregistration and speciat review activilios, inCluding time lor reading the insiructions and comnpteling thg necessary forms, Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reduting the burden to: Direclor, OPPE Information Managemaent Division {2137}, U.5. Environmenlal Prolection Agency,

DATA MATRIX

Date: February 20, 2003 ' EPA Reg. No./Fila Symbol: 524.1.11 | Page 140f 14
Applicant’s/Registranl's Name & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Praduct: Corn Event MON 861
Ingredient  Bacillus thuringiensis Cry3Bbi and the genetic material necessary for its production (vector ZMIRT3LY inevent MON 863 corn
Guidetine Relerence Number Guigeline Study Name " MRBID Number Subrmitter Status Nole
Iued
November 23,
Monsanto Company . AOWN 1593
Datet
Nowvember 23,
Monsanto Company OAWN b2
Dated
Nuvember 23,
Monsanio Campany . 1993
Signature : Name and Title [ oan N
Dennis P. Ward, Ph.D. February 29, 2003
: Repgulatory Affairs Mpr.
EPA Farm 8570-35 {5-97} Electronic and Paper versions available. Submit only Paper version. Publle Flie Copy

Monsanto Company 00-CR-032E-19 ' S - Pagc 32 ol 45
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CONFIDENTIAL STATEMENT OF FORMULA

{CBI Cross Reference Number 1}

00-CR-032E-19
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CONFIDENTIAL STATEMENT OF FORMULA

{CBI Cross Reference Number 1}

"

Monsanto Company 00-CR-032E-19 Page 34 of 45



PRODUCT LABEL

Five copies of the proposed label for ‘Corn Event MON 863: Rootworm Protected Com’ are
attached. This label supersedes the label previously submitted to EPA, dated February 11, 2003.

%0

Monsanto Company : 00-CR-032E-19- Page 35 of 45



Corn Event MON 863: Rootworm Protected Corn
[Alternate brand name: YieldGard® Roorworm: Roonvorm Protection)
This product is effective in controlling damage caused by com rootworm larval feeding on com
roots.
Active Ingredient:

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its
production (ZMIR13L) in event MONB63com. .o 0.001 - 0.006%

Other Ingredients:

Substance produced by a marker gene and the genetic matenal necessary for its
production (ZMIR13L) in event MON 863 com............... 0.00002 - 0.00003%

Percentage {wt/wt) on a dry weight basis.

Keep Out of Reach of Children

CAUTION

® YieldGard is a trademark of Monsanto Technology LLC
EPA Registration No. 524-528

EPA Establishment No. 524-MQ-002

©2003 Monsanto Company

700 Chesterfield Parkway West
St. Louis, MO 63017

DIRECTIONS FOR USE

It 1s a violation of Federal law to use this product in any manner inconsistent with its labeling.

The following information regarding commercial production must be 1ncludcd in the Event MON
863 Technology Use Guide.

Monsanto Company 00-CR-032E-19 Page 36 0f 45



Insect Resistance Management

Crowers of Com Xvzn: MON 863: Rootworm Protected Cormn must adhere to the following
refuge requirements. Growers must plant a structured refuge of at least 20% non-event MON
863 comn.

Refuge planting options include: adjacent blocks or in-field strips. If blocks are implemented
‘they must be adjacent to the Corn Event MON 863 field. If in-field strips within a corn field are
implemented, then at least 6, and preferably 12 consecutive tows should be planted with non-
event MON 863 corn.

The refuge and Com Event MON 863 acres should be managed under comparable agronomic
regimes. Refuge and Com Event MON 863 acres should both -be irmigated if irmgation 1s used.
In regions where corn is cropped continuously, refuge and Corn Event MON 863 acres should be
planted in a continuous cropping regime. The refuge may be placed only on first-year com acres
if the Event MON 863 com ts planted on first-year corn acres.

Growers have the option of applying conventional insecticides to the corn refuge for control of
com rootworm Jlarvae. Growers are not permitted to apply agents for control of adult com
rootworm to the refuge as this would render the refuge less effective. If growers opt to treat for
other insects present in the refuge while adult corn rootworm are present, then the Com Event
MON 863 acres must be treated in a like manner.

These refuge requirements do not apply to operations engaged in the propagation of inbred seed
com.

Corn Insects Controlled or Suppressed

Cormn has been genetically transformed to produce the B.i. protein, Cry3Bbl, for control or
suppression of the following coleopteran insects:

Western corn rootworm (Diabrotica virgifera virgifera)

Northern com rootworm (Diabrotica barberi)
Mexican corn rootworm (Diabrotica virgifera zeae)

<

Monsanto Company. 00-CR-032E-19 Pape 37 of 45
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MONSANTO é

Amendment of the Application to Register a Bacillus thuringiensis
Cry3Bbl Protein and the Genetic Material Necessary for its
Production (Vector ZMIR13L) in Event MON 863 Cormn;
EPA File Symbol 524-LEI

CONFIDENTIAL ATTACHMENT

AUTHOR

Dennis P, Ward, Ph.D.
Regulatory Affairs Manager

DATE

February 20, 2003

SUBMITTING REGISTRANT
Mensanto Company
600 13" Street N.W.

Suite 660
Washington, DC 20005

MONSANTO REFERENCE No.

00-CR-032E-17

Confidential Attachmeni Monsanto 00-CR-032E-19 Page 1 of 4




. CONFIDENTIAL BUSINESS INFORMATION

CBI Cross Reference Number 1 This cross reference number noted
on a place holder page is used in
place of the following whole page
at the indicated volume and page
references

The deleted Page is attached immediately behind this page.

- Pages ‘Reason for Deletion FIFRA Reference

37 & 38 Discloses commercial information §10(d)(1)(A), (B) or (C)

45

Confidential Attachment Monsanto 00-CR-032E-19 Page 2 of 4



MONSANTO

Riorbian 10 COMPANY

Dennis P. Ward, Ph.D. 600 (JTH STREET, N.W.

Regulatory Affairs Manager

{636) 737-6631 Suire 660
WasuINGTan, £.C, 20005

PHONE (202) 783-2460
Fax {202) 783-2468
http./ fvww. monsanta.com

. February 20, 2003

Document Processing Desk (APPL)
Office of Pesticide Programs (7504C) e
U.S. Environmental Protection Agency R IR SRR R
Room 266A, Crystal Mall 2
1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Ann:  Phillip O. Hutton, Team Leader 90

Subj: Amendment to application for registration of Corn Event MON 863
EPA File Symbol 524-LE]

Dear Mr. Hutton:

In support of our application to register Corn Event MON 863 we are submitting a revised data

-matrix, label and Confidential Statement of Formula. Contained within the Data Matrix are
numerous requests for data waivers. These waiver requests are based primarily on the low
potential for exposure to Cry3Bbl protein and the fact that many of microbial pesticide data
requirements (49 CFR 138.740) are not applicable to a plant-incorporated protectant.

Enclosed with this submission are the following materials:
e Application for Pesticide (EPA Form 8570-1}
e Certification with Respect to Citation of Data (EPA Form 8570-34)
e« Data Matrix (EPA Form 8570-33)
» Product label (5 copies)
¢ Confidential attachment

Except for the materials contained in the confidental attachment, Monsanto daes not object to
placement of materials contained in this submission in the Public Docket.

Should you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in our Washington office {202-383-2866) or me directly (636-737-
6631).

Smcerely

f et

Dennis P. Ward, Ph.D.

00-CR-032E-19 _ ﬂo



Mr. P. Hutton
2/20/2003
Page 2 0f 45

Att:  Administrative materials

cc:  Mike Mendelsohn, EPA/OPP/BPPD
Russell Schneider, Monsanto

00-CR-032E-19



Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060. Agproval Expires

2-28-95
. . OPP {dentifier
P United States Registration Number
wEPA Environmental Protection Agency (] Amendment
Washington, DC 20460
D Other
Application for Pesticide — Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
File Symbol 524-LEI Phillip O. Hutton _
Company/Product (Name) ' Pi # None Restrictad
Com Event MON 863 90 D

5. Name and Address of Applicant {include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)}(B){(i}, my

Monsanto Cornpany ) ’ product is similar or identical in corposition and labeling to:

600 13" St., N.W., Suite 660 EPA Reg. No. :

Washington, DC 20005 Product Name
D Check if this is a naw address

Section - |}
I:I . Final printed labels in response to
. Amendment - Explamn helow. D Agency letter dated
: ' Resubmission in response (o Agency letier dated D “Me Too” Application.
D Notification - Explain below. Other — Explain below.

Explanation: Use additional page(s) if necessary. (For Section | and Section 1.

Submission of request for data waivers and revised data matrix, labeling and CSF in support of application to register
Com.Event MON 863

Section — I

1. Material This Product Will Be Packaged In:

Child- Resistant Packaging Unit Packaging Waler Soluble Packaging 2. Type of Container
Yes* Yes Yes D Metat
Plastic
e mp O i
ass
* Certitication must It *Yes" No. per iYes® No. per [ pager
e submitted Unit Packaging wgt. Container Package wgt. Container D
: Other
{Specity}
3. Localion of Net Contents Information 4. Size(s} Retail Container 5. Location of Label Directions

D Label D Container D On Label
D On Labeling accompanying psoduct

6. Manner in Which Label is AHlixed to Product D Lithograph D Other
Paper glued
D Sienciled
Section - IV
1. Contac! Point (Complete itemns directly below for identification of individual lo be contacted, if necessary, (o process this application. )
Nameg Title Telephaone No. finciude Area Coda)
Russell P. Schneider Regulatory Affairs Director (202) 383-2866
" Certitication 6. Date Application
i cerlify that the statements | hava made on this'lorm and alf attachments therelo are true, accurale and complete. Received
I acknowledge that any knowingly lalse or misteading siatement may be punishable by fine or imprisonment or
both under applicabia law.
PP (Stamped)
2. Signatu 3. Title
/0 W/Aé Regulatory Affairs Manager
4. Typed Name 5. Date
Dennis P. Ward Tel. (636) 737-6631 February 20, 2003
EPA Form 8570-1 (Rev. 3.94) Previous editions are obsolete. White - EPA Fite Capy (original)  Yeftow - Applicant Copy

Monsanto Company 00-CR-032E-19 Page 3 of 45



& UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
"E PA 401 M Street, S. W,
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated 1o average 1.25 hours per response for
registration and 0.25 hours per response for reregistration and special review activities, including time tor reading the instructions and completing the
necessary forms, Send comments regarding burden estimate or any other aspect of this collection of informatioh, including suggestions for reducing the
burden to Director, OPPE {nlormation Management lesmn {2137), U.S. Environmentat Protection Agency, 401 M Street, S.W., Washington DC, 20450.
Do not send the completed form 1o this address.

- Certification with Respect to Citation of Data

Applicant’s/Registrant's Name, Address, and Telephone Number: EPA Registration Number / File Symbol:
Monsanto Company, 600 13" Street, N.W., Washington, DC 2005 ({202) 383-2866 524-LE]

Active Ingredient{s} and/or representative test compound(s): B.t. Cry3Bb1 and the genctic material Date:

necessary for its production (vector ZMIR }3L} in event MON 863 com February 20, 2003

-General Use Pattem{s} {lis{ all those claimed for this product using 40 CFR Part 158: ' Product Name:

Terrestrial field crop ) - Corn Event MON 863

NOTE: 1! your product is a 100% repackaging of another purchased EPA-registered progduct labeled for all the same uses on your label, you do not

need to submit this form. You must submit the Formulator's Exemption Slatement (EPA Form 8570-27).

D | am responding to a Data-Catl-in Notice, and have included with this form a fist of companies sent offers of compensation (the Data Matrix form
should be used for this pupose},

Section I: METHOD COF DATA SUPPORT (Check one method onty)

t am using the cite-alt methed of suppont, and have included with ‘1 am using the setective method of support (or cite-all opticn under
D this form a tist of companies set offers o! compensation (the Data g the selectiva method), and have included wilh this form a

Matrix Form should be used for this purpose}. completed list of data requirements (the Data Matrix form must be
wsed).

Section Il: GENERAL OFFER TO PAY

{Required i using the cite-all method or when using the cite-all aption under the sefective method to satisty one or more data requirements]
D | hereby offer and agree to pay compensation, ta other persons, with reqard 1o the approval of this application, 1o the extent required by FIFRA.

Section {li: CERTIFICATION

1 certity that this application for registration, this form for reregistration, or this Data-Calt-In response is supported by ait data submitted or ¢ited in
the application for registration, the lorm {or reqgistration, or the Data-Call-ln response. In addition, if the cite-all option or cite-all oplion under Lhe salective
method is indicated in Section 3, Lhis application is supported by all data in the Agency's files that {1} concemn the properties or elfects of this produc! or
an identical or substantially similar product, one or more of tha ingredients in this product; and (2} is a type of data that would be required to be submitted
under the data requirements in ¢ffect on the date of approvat of this application f the appfication sought the inftiat registration ot a product of identicat or
simitar compaosition and uses.

I certily that lor each ex¢lusive use study cited in support of this regisiration or reregistralion, that ! am the original data submitter or that | have
oblained the wiitten permission of the eriginal data submitter to cite that study.

| certity that for each study cited in support of this registration or reregistration that is aot an exclusive use study, either: {a) | am the oniginat dala
submitter; (b) 1 have obtained the permission of the original data submitter to use the study in suppor of this application; {¢} all periods of eligibility for
compensation have expired for the study; (d) the study is in the public erature; (e} | hava notilied in writing the company that submitted the study and
have offered {i) o pay compensalicn to the extemt required by sections 3(c){1}{F) and/or 2{c){2}{B) o! FIFRA; and (i} to commence negotiations to
determine the amount and terms of compensation, if any, to be paid for the use of the study.

| certity thal in all instances where an ofler of compensation is required, copies of all otfers to pay compensation and avidence of their delivery in
accordance with sections 3{c}{1){F) and/or 3{c}{2)(B) of FiFRA are avaitable and will be submitied to the Agency upon request. Should } fait to produce
suth evidence to the Agency upon request, | understand that the Agency may iniliate action 1o deny, cance! or suspend the ragisiration of my product in
conformity with FIFRA,

.

t certily that the statemenis | have made on this form and all attachmentis to it are true, accurate and compiete. | acknowledge that any
knowmgly false of misleading statement may be punishable by fine or imprisonment of both under the applicabie law.

Signature Date Typed or Printed Name and Titla
/&M February 20, 2003 Dennis P. Ward, Regulatory Affairs
L ' Manager

EPA Farm 8570-34 {9-87) Electronic and Paper Versions availabla. Submit only Paper version.
Monsanto Company 00-CR-032E-19 Page 4 of 45
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EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burdan for this colleclion of infarmation is eslimalad to average 0.25 hours per response for registration activities and .25 hours per
rasponse lor reregisiration and special review aclivities, including time for reading 1h2 instruclions and compleling the necessary lorms. Send commaents regarding the burden eslirmate or any
other aspecl of this collection of information, including suggestions lor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmantal Protection Agancy,
401 M Streat, 5.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: FFubruary 20, 2003 EPA Reg. No./File Symbat; 524-LEl | Pagelof 14
Applicant's/Registrant’s Name & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 : Proguct:  Corn Event MON 863
Ingredienl  Bacillus thuringiensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 corn
Guideling Relgrence Number Guidaling Study Name MRID Numbar Submitter Slatus Nola
Administrative Materials for Amendment of Application
150-20, 15121, 151-25% to Registraler of a Baciflus thuringiensis Cry3Bb1 Protein
8850100 and 1he Genetic Material (Vector ZMIRI3L} Necessary
£85.1200 for ils Production in Cormn Event MON 863; EPA File Dated
BES.1500 Symbol LEI-524. 455770-00 Monsanto Company OWN January 8, 2002
151-20, 1534 Rolleschak, G, R.E. Hileman and J.D. Astwood (2001},
885.0100 Immuno-detectability of NPT Protein in the Grain of
285.2200 Insect FMrotected Com Evenl MON 863 Atier Heat Dated -
Treatmeni, MSL-17300. 455182-09 Monsanto Company OWN November 5, 2001
151-20, 151-21,151-22, 151-26
885.1100 Cavate, T.A., EC. Rigden, D.W. Miwanck and R.P.
885.1200 Lirette (2001). Amended Report for MSL-16505:
BRS. 1300 Molecular Analysis of Corn Event MON 863. MSL- Dated
885.2100 17152, 454240-02 Monsanto Company QWN May 21, 2001
Holleschak, G., R.E. lileman and J.[3. Asiwood (2001).
151-20, 1534 Amended Repon for MSL-16597: Immunodetectability
885.1100 of CrydBh1.11098 and Cry38b.11231 Proteins in the
885.2200 Grain of Insecl Proiccted Com Events MON 863 and Dated
MON 833 After Hear Treannent. MSL-17221, 454240-07 Monsanto Company OWN May 21, 2001
151-23, 151-25, 153-4, 151-26, [Budin, Y. A., B-I. Tonnu, L.D. Albee and R.P. Lirene
BBS. 1400, BRS.1500 {2001). Amended Report for MSL-16559: 8.1,
B8S5.2200 CrylBb1.11098 and NI'TI] Protein Levels in Samplc
885.2400 Tissue Collectzd from Com Event MON 863 Grown in Daled
85§5.2500 1999 Field Trials, MSL-171811 454240-01 Monsanto Company QWN May 21, 2001
Signature Namme and Title Date
%/ / Dennis P. Ward, Ph.D. February 20, 2003
’ 74 Regulatory Affairs Magr.

EPA Form 8570-35 {8-97) Elsctronic and Paper varsions available. Submit only Paper varsion,

Mounsanto Company
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approvaed OMB Na. 2070-0060

Paperwork Reduclion Act Nolice: The public reporting burden ior this collaction of informalion is aslimated to average 0.25 hours per reéspanse for registration aclivitios and 0.25 hours per
rasponse for reregistration and special review activities, including tims for reading the instructions and complating tha nacessary forms. Send commants regarging the burdan estimata or any
other aspect of this collection of information, including suggestions for reducing the burden 1o; Director, OPPE Informalion Managemant Division (2137), U.5. Environmantal Protection Agency,
401 M Streel, S, W., Washinglon, OC 20460. Do nol send the lorm o this address,

DATA MATRIX

Date: February 20, 2003

EPA Reg. No File Symbol: 524-LEl | Page 2of 14

Applicant's/Registrant's Name & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005

Praduct:

Corn Event MON 863

Ingredient Bacillyy thurin

2iensis Cry3Bb! and the genclic material necessary for its production (vector ZMIR 3L} in event MON 863 corn

Dennis P. Ward, Ph.D.
Regulatory Affairs Mgr.

Guideling Relerence Number Guidsline Study Namg MRID Number Submittgr Status Nole
Adminisirative Malerials in Support of the Registration of

151.26 Bariflus thuringiensis Cry3Bb Protein and 1he Genetic
Matenal (Vector ZMIR13L) Necessary for its Produclion

8852100 in Corn; and Amendment of the Previous Reguest for Dated
E;:rlj?:n:): from the Requirement of a Telerance, 451568-00 Mansanto Company OWN Tune 20, 2000
Petition from the Requirement of a Tolerance for dacithis

151-26 thuringiensis Cryl, Cry2, and Cry3 Classes of Proicing
and the Genetic Material Necessary [or the Production of

885.2100 These Proteins [n or On All Raw Agricultuzal Dated
Ecl[f:ﬁl.l.lcs When used as Plant-Pesticide Active PP 7F4888 Mgonsanto Company QWN Jung 24, 1997
Pilacinski. W. P. and M. W. Taylor (1999).

151.26 Administralive Materials in Support of the Regisiration of
the Planl-Expressed Protectanl Bacilfus thuringiviusis

885.2100 Com Rootworm Control Protein, as Mroduced in the Corn Dated
(zeamays. L.). and the Amendment 10 the Previous 449043-00 . Mansanto Campany oWN August 19 1999

151-26

BB5.2100 Hileman, R.E. and J.D. Astwood (2001). Addiional
Characterization of 1he CrydBb! Protcin Produced in Daled
Com Evenl MON B3, MSL-17137. 454240-10 Monsaptg Company OWN May 21, 200!
Thoma, R.5., G. Holleschak, R.E. Hileman and J.0D.

151-26 Astwood (2001). Primary Structurai Protein

_” Characierization of Com Event MON 863

885.2100 Cry3Bbl1.11098 tvolein Using N-1erminal Scquencing
and MALDI Time of Flight Mass Spectiomelsic £54240.01 iy Dated
Tocboiouae S 4€] 1714 - onsanto Company OWN May 21, 2001

Signature Name and Title Date

February 20, 2003

EPA Form B570-35 (9-97) Electronic and Paper varsions available. Submit only Paper varsion.

Monsanto Company
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Form Appraved QMB No, 2070-0080

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

401 M Sireet, 5. W., Washingten,

OC 20460, Do not sand the form 10 (his addrass.

Paperwork Reduction Act Notlce: The public reéporting burden lor this callection of information is estimated to average 0.25 hours per response for ragistration activitias and .25 hours par
respansa lor raregistration and special reviaw activilies, including lime for reading the instructions and completing the necessary larms. Send comments regarding the burdan estimale or any
other aspect of this collaction of infermation, including suggeslions for reducing tha burdan te: Director, OPPE Informalion Managament Division {2137), U.S. Enwronmental Prolection Agency,

DATA MATRIX

Data: Febroary 20, 2003 EFA Reg. No./File Symbol: 524-LEI | Pagalofl 14
Applicanl's/Ragistrant’s Name & Addrass:
Monsanto Company,.600 13% Street, N.W ., Suite 660, Washington, D.C. 20005 | Product:  Corn Event MON 863
Ingrediant Bacilluk thuringiensis Cry3Bb! and the genclic material necessary for its production (vector ZMIR3L.) in event MON 863 corn
Guideline Relarence Numbar Guideling Study Nama MRBID Nurnber Submilter Slaius Nota
Hileman, R.E., G. Haiteschak, L.A. Turner, B8, Thoma,
151-26 C.R. Brown and }.D. Astwood (2001). Characterization
B85.2100 and Equivalence of the Cry3Bhl Protin Produced by E.
cofi Fermentanion and Corn Event MON 863, MSL. Dated
17274, 455382-01 Monsanto Company OWN November 5, 2001
15§-25 _ .
885.2300 D. Kolwyck, B-P. Tonnu. Y. A. Dudin, T. Ploesser and K.
Gustafson (2001} Validated Method for Extraction and Dated
Direct ELISA Analysis of CrydBbl in Com Grain. 453731-01 Monsania Compiny OWN April 7, 2001
151-27
BR5.2400
Samples will be submitted as pan of the independent
laboratory meihod validation work thal is onguing.
Dudin, Y.A., B-P. Tonnu. L.D. Albee and R.I". Lircite
1534 {2001}, Amended Report for MSL-16559: {I.r.
B85.2500 Cry3['b1. 11098 and NPTII Prowcin Levels in Sample
Tissue Collected from Com Event MON 863 Grown in Dated
L5999 Field Trials. M3L-17181L 454240-01 Monsaruo Comptany OWN May 21, 2001
Astwoad, 1., R.E. Hileman, M.E McKee, T.J. Rydel,
152-30 LW, Seale and L. English {2001}, Safety Assessinent of
8853050 Cry3Bibl Varianis in Comn Reatworm Pratecied Cormn.
MSL-17225. A pathagenicity determination is not Daled
applicable since CrydBh| is nara living organisim. 454240.09 Monsante Company OWN May 21, 2001
Signature Name and Title Dute
Dennis P. Ward, Ph.iD. February 20, 2003
Repulatory Affairs Mgr.

-~

? Monsanto Company

EPA Form 8570-35 {9-97) Eloctronic and Papar varsions available. Submit only Papar varsion.
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~ ' Farm Approved OMB No, 2070-0060
\v’E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
Washlnﬂlon, D.C. 20460

Paperwork Reduction Act Nollce: The public reporting burden for this collection of information is estimated to average €.25 hours per rasponsa for raglstration activitias and 0.25 houwrs per
response for reregisiration and special review activitias, including tima for reading the instructions and complating the necessary forms. Sand comments regarding the burden gstimate aor any
other aspact of this collgction of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),U.S. Environmantal Protection Agency,
401 M Sirest, §.W., Washinglon, DC 20460. Do not send the lorm ta this address.

DATA MATRIX

Date: February 20, 2003 - EPA Reg. No./Filg Symbol: 524-LEl | Paged ol 14
Applicant’s/Registrant’s Name & Address:
Monsanto Company.-600 13® Street, N.W., Suite 660, Washington, D.C. 20005 Product:  Corn Event MON 863
Ingredient  Baciflus tiiringiensis Cry3Bbl and the genetic material necessary for its production {vector ZMIR13L) in event MON 863 corn
Guideline Raference Number Guidsline Sludy Name MRID Number Submitter Status Nola
Donnette, K.L. and P.D. Pyla (2001). An Agute Oral
152-30 Toxicity Study in Mice with E. cali Produced
885.3050 Cry3Bb1.11098({Q349R) Protein, Amended Final Report.
885.4150 MSL-17382. A pathogenicity determination is not Dated
applicable since Cry3Hbl is not a living organism, 455382-02 Monsanlo Company OWN Novemnber 5, 2001
Leach, J.N., R.E. Hileman and J.D. Astwood (2001).
Assessment of the in virre Digestibility of Cry3Bbl
slig?;gso Protein Purified from Com Event MON 863 and
' Cry3Bb1 Protein Purificd from E. cofi. MSL-17292. A Dated
o - yt . tq - I. I -
ﬂf‘,"fﬁ?'ﬁ' Ijttc,‘r.mf:anlitis,‘ft applicable since 455382-03 Monsante Company OWN November 5, 2001
Hilemar, R E., LN. Leach and LD, Astwood (2001}
152-30 Assessment of the in vitro Digestibility of
885.3050 Cry3bBb1.11098{Q349R) Protein in Simulated Intesiinal
Fluid. MSL-17530. A pathogenicity determination is not Dated
applicable since Cry3Bbl is nal a living organism, 455770-02 Monsanic Company OWN January 8, 2002
152-3)
152-34 , . . .
152.35 Mol applicable since Cry3BbI is a plant-incorporated
BR2S$.3100 active ingredicol, is present at low levels, and there is
' little opportunity for dermal or ocular contacl.
Not applicable since Crydidbl is a plant-incorporated
152.32 active ingredient. is present at low levels, and there is
8853150 little opporiunity for human inhalalion eaposure. A
pathogenicily delermination is not applicable since .
Cry3Rb) is not a living arganism.
Signature Name and Title Date
Dennis P. Ward, Ph.DD. February 20, 2003
Regulatory Affairs Mar.
EPA Form 8570-35 {3-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy

co
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

401 M Street, S.W., Washinglon,

DC 204E0. Do not send the {orm 1o this addrass.

Paperwork Heduction Act Notice: The public reporting burden for this coliaction of information is estimated to average 0.25 hours per respoense tor ragistration activities and 0,25 hours par
response for reragistration and special review activities, including time for reading the instructions and complating the necessary forms. Send commaents regarding the burden estimate or any
other aspect of this collection ol information, including suggestions tor reducing the burden to: Director, OPPE Information Management Civision (2137), U.S. Environmantal Protection Agancy,

DATA MATRIX

Regulatory Affairs Mgr.

Gate: February 20, 2003 EPA Reg. No./File Symbol: 524-LEl | Paga 5of 14
Applicant's/Registrant’s Name & Address: i
Monsanto Company,. 600 13® Street, N.W., Suite 660, Washington, D.C. 20005 Product.  Corn Event MON 863
Ingredient Baciltis thuringiensis Cry3Bb1 and the genctic material necessary for its production (vector ZMIR13L) in event MON 863 corn
Guidgline Relgrence Number Guideline Study Name MRID Number Submitter Status Nata
152-33
885.3200
Not applicable since Ceyd DY protein is neither infective
nor pathogenic.
Hileman, R.E., E.A, Rice, ®.E. Goodman and J.D.
151-36 Astwood (2001}, Bivinformatics Evaluation of the
885.2200 Cry3Bbl Protein Produced in Corn Event MON 863
’ Utilizing Allergen, Taxin and Public Domain Protein Dated
Databases. MSL-17140. 454240-08 Monsanie Company OWN May 21, 2001
:g;vgg There is no clear published evidenee that has
15238 demensiraied clinical allesgic reactions to Hr crystal
§85.3400 prote:ns. Monilering for hypersensitivily incidents can
' be implemented after registration is pranied.
152.39
£85.3500
Mot applicable since Cry3lbl is not a living crganism.
Gallagher, S.P., ). Grimes and 1.B. Beavers {1999).
154-16 Bacittus thuringiensis voicin 11231 in Corn Grain: A
885.4050 Diciary Toxicity Study with the Northern Hobwhite,
MSL.16161. A pathogenicity determination is not Dated
applicable since Cry3Bb) is not a living erpanism. 44904315 Monsanto Company QWN August 19, 1999
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003

EPA Form 8570-35 {9-97) Electronic and Papar versions available. Submil only Paper varsion,

Monsanto Company

00-CR-032E-19

Agency Internal Use Copy
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) . Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
N Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The public reporting burden for this collection of informalion is eslimated to avarage Q.25 hours per raspanse for registration activities and 0.25 hours per
response lor reregisiration and special review activities, including time for reading the instructions and compleling the necessary lorms. Send comments ragarding lhe burden estimala or any
olher aspaci of this collection of information, Including suggestions for reducing the burdan 1o: Director, OPPE Informalion Management Division {2137), U.S, Enviranmaental Protection Agency,
401 M Sireet, 5.W., Washington, DG 20460. Do not send the form 10 this address.

DATA MATRIX

Date: February 20, 2003 ) EPA Reg. No./File Symbol; 524-LEl | Paga 6of 14
Applicant's/Registranl’s Name & Address:

Monsanto Company; 600 13" Sireet, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863

Ingredient  Bacillus thuringiensis Cry3Bbl and the penciic material necessary for its production (vector ZMIR 3L} in event MON 863 carn

Guidetine Relterence Number | Guideline Study Name MRID Number - Submitlgr Status Note
154-17

885.4100

A pathogenicity determination is not applicable since
Cry3DBbl is not a Jiving organism.

Nat applicable since there is no reascn 10 suspect that
154-18 wild mammals would be any more sensitive to Cry3Qbl
885.4150 than laboralory mammals, Mammals do not possess Cry
prolein receplors. A pathogenicity determination is ol
applicable since CryiBbl is not a living organism,

Li, M.H. and E.H. Robinson {199%). Evaluation of Insect

154-19 Protecied Corn Lines MON 853 and MON 859 as a Feed
B85.4200 Ingredient for Catfish. MSL-16164. A pathogenicily
delermination is not applicable since Cry3Bbl is not a ) Dated
living erganism. 4490413-19 Monsante Company OWN Aupust 19, 1999
154,19 L .
88S.2600 McKee, M.J. (2001) Dluegill Dicwary Tmflcuy S.ludy for
the Bacilfus thuringiensis Cry3b! Prowein Variant: A Dated
Waiver Request. MSL-17383. 455382-00 Monsanta Company OWN Navember 5, 2001

Drottar, K.R. and H.O. Krueger (1999). Bacillus
thuringiensis Protein 11098 in Corn Pollen: 48-Hour

é;:‘j?‘w Static Renewal Acule Toxicily Test with the (.Zli‘adoccran
’ (Daph:ffa magna). MSL—IISQB&I A pulhogcmc‘lly Oated
_ﬁsl;ir:mnana’r::‘s nel applicable since CryJNb! is not a 44904313 Monsante Company OWN August 19, 1999
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
Regulatory Affairs Mgr.
EPA Form 8570-35 (9-97) Electronic and Papar versions available. Submit only Paper version. Agancy Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB Na. 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for this collaction of iniormation is eslimated to average 0.25 hours per respanse for registration activilias and 0.25 hours per
responsa lor reregistration and special reviaw aclivities, including tima for reading Ihe instructions and compleling tha necessary forms. Send comments regarding the burden estimata or any
other aspect of this calleclion of information, including suggeslions for reducing tha burden to: Directar, OPPE Information Management Division {2137), U.S. Environmeantal Protaction Agency,
401 M Strest, S.W. Washington, DC 20460. Do nol send tha form o this address,

DATA MATRIX

Dale: February 20, 2003

EPA Reg. No./Filg Symbol: 524-LEI[ Paga 7 of 4

Applicant's/Ragisirant's Name & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005

Product:

Corn Event MON 863

Ingrediant Bacilliis thuringiensis Cry3Bbl and the genctic material necessary for its production (vector ZMIRI3L) in event MON 863 corn

Guideling Reference Number Guideling Study Name MRID Number Submitter Stalus Note
Results of acule woxicity tests with Daphin and catfish
154-21 did not produce any evidence of adverse effects. Testing
885.4280 with estuarine and marine species is not warmanted
beeause af very low to ne putential for exposure 10 the
Cry3 protein from field com. A pathogenicily
determination is agl applicable since cryd b1 is nota
living organism.
154.22 Cry3Bbl is an insect toxin and Cry proteins have never
8854300 been shown Lo cause toxicity in aguatic and lerrestrial
plants. The risk of quicrossing 10 weedy wild relatives is
virtually nonexistens.
PMalmer, S.J. and H.O. Krueger {1999}, Bacitlus
154-23 thuringiensis Protein 11231 Dicary Toxicity Swudy with
B85.4340 the Ladybird Beede (Hippodamia convergens). MSL-
16166. A pathogenicity determination is not applicable Dated
since Cry3fbl is nol a living arganisim, 449043-14 Monsanta Company OWN August 19, 1999
Hoxter, K.A., 8.J. Palmer and H.O. Krueger (1999).
154.23 Baciltis thuringiensis M'rotein [1231: An Acute Tosicity
§85.4340 Study with Earthwurm in an Artificial Soil Substrate.
MSL-16162. A pathagenicity determination is not Dated
applicable since Cry3DBh1 is not a living organism, | 449043-16 Monsante Company OWN August 19, 1999
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
Regulatory Affairs Mar.

EPA Form B570-35 {8-97) Elactronic and Paper versions available. Submit only Paper version.

Monsanto Company

00-CR-032E-19

Agency Internal Use Copy
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" Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.

Washington, D.C. 20460

Paperwork Reductlon Act Natice: The public reporting burden for this collection of informalion is estimated lo average 0.25 hours per response for registration activities and 0.25 hours per
response lor reregistration end special review activities, Including lime for reading the instruglions and completing the nacessary forms. Send commaents regarding the burden astimate o any
othar aspact of this collaction of information, inctuding suggastions for reducing the burden to: Director, OPPE Inlormalion Management Division {2137}, U.8. Environmantal Protection Agency,
401 M Streel, S.W., Washington, DC 20460. Do not sand the 1grm 1o this address.

DATA MATRIX

Date: February 20, 2003 . EPA Reg. No/Fite Symbol: 524-LEl | Page 8of 14

Applicant's/Regisirant's Name & Address:

Monsanto Company,.600 13* Street, N.W., Suite 660, Washington, D.C. 20005 Product. Corn Event MON 863

Ingredient Bacillus thuringiensis Cry3Bibl and the penctic malcrial necessary for is production (vector ZMIRI3L) in event MON B63 corn

Guideline Relegrence Number Guideling Study Name MRID Numbar Submitter Stalus Nols
Teixeira, . (1999). Assessment of Chronic Toxicity of

154-23 Com Tissue Containing the Bacillus thuringienyis

885.4340 Protein 1 1098 1o Collembala { Feafsomia candida), MyL-
15988, A pathagenicity determination is not applicalie Dated
since Cry3Bhi s not a living organism, 449043-17 Maonsanto Company OWN August 19, i09%
Patmer, 5.1, and H.O. Krueger {1999). Buciflus

154.23 thuringiensis Protein 11231 A Dictary Study with Green

§85.4340 Lacewing Larvac {Chrysaperia carniea). MSL-16165. A
pathagenicity determination is not applicable since - ’ Dated
Cry3Abl is not a living organism. 449043-i2 Monsanto Company QOWN August 19, 1999
Palmer, 8.), and H.O. Krueger (1999). Baritfus

154-23 thuringiensis Pfrotein 11231 A Dietary Study with the

885.4340 Parasitic Hymenopierz (Masenia vitripennis). MSL-
1616. A pathogenicily determination is not applicable Dated
since Cry3iibl is not a fiving organism. 449943- 11 Monsanto Company OWN August 19, 1999
1tead, G. (2001} Research on the Effects of Com

154-23 Rootworm Mrotected Transpgenic Com Events un

8R5.4340 Naniarget Organising: Prefiminary Reporl. A .
paithogenicily deiermination is not appiicable since Dated
Cry3bt is nota living orpanism. 45348402 Monsanio Company QWN February 20, 2001

Duan, £)., G. l{ead, M. McKee and T.E. Nickson {200 ).
Dictary Effects of Transgenic Bacithus thuringfensis (131}

;;4'3340 Com Potlen Expressing o Variant of CryJibt Protein an
5.43 Adults of 1he Ladybird Beetle, Codeamegitia marutai, Dated
MSL- 164316, A pathogenicily detetimnation is nat ae
e e bl s f;:lm\ufiﬂ;’l f"_c_ ,"ﬁ ] _i"_ :,:,.i 453613-0¢ Monsanie Company OWN March 20, 2004
Signature Name and Title Date

Dennis P, Ward, Ph.D, February 20, 2063

Regulatory Affairs Mpr.

EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Papar version, Agency Internal Use Copy
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~ Form Appraved OMB No. 2070-0060 -
7 E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Acl Notlce: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response far registration activities and 0.25 hours per
response for reregisiration and special review aclivities, including time for reading the instruclions and completing the necessary forms. Send commenis regarding the burden estimate or any
other aspeci of this colieclion of information, including suggastions far reducing the burdan to: Diractar, OPPE Information Management Division (2137), 1.8, Environmantal Pratection Agancy,
403 M Sireet, S.W,, Washingten, DC 20480. Do net send 1he form lo this addrass.
DATA MATRIX
Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEIl Page 9 of 14
Applicant's/Regisiranl's Name & Addrass: S
Monsunto Company. 600 13" Street, N.-W_, Suite 660, Washington. D.C. 20005 Product.  Corn Event MON 863
Ingredient Baciltus thuringiensis Cry3Bb| and the genctic material necessury for its production {vector ZMIRI3L) in event MON 863 corn
Guideline Reterence Number Guldeling Sludy Name MRID Number Submitier Status Nole
Bryan, R.L., J.R. I"orch and H.O. Krueger (2001).
Dictary Effects of Transgenic BT Corn Pollen Expressing,
522'23 a Variant of Cry3BDb] Protein on the Ladybird Beelle,
4340 Hippodarnia convergens. MSL-17171. A pathogenicity
determination is not applicable since Cry3Bbl is nat a Dated
L i o s echees 453613-02 Monsanto Company OWN March 20, 2001
Bhatti, M_A., C.L. Pilcher, M.I. McKee, T.E. Nickson,
G.I". Head and C.I2. lMileher (2001). Field Evaluation lor
154-23 the Ecological Impact of Comn Routworn Insect-Protected
885.4340 Com on Non-Targel Organisms. MSL-17179. A Dated
b L . . . licable si Al
Ej,.::or?tc.?1:c:f:;l_c-,li:‘:?:a“—o—-nnls::fl pplicable since 455382-00 Maonsanto Company QOWN Navember 5, 2001
Duan, 1.J, M.J. McKee and T.E. Nickson (2001),
Dietary Effecis of Transgenic Hacifius thuringiensis (Bt)
154-23 Corn Pollen Expressing a Variani of Cry3lb! Protein on
885.4340 Larvae of the Ladybird Reetle, Calesmegitia maculma. Dated
MSL-16907. A p: ici ate
,‘,E .LHE?OF»:!: 5)“1—1.II!10‘g’.:r‘|u::-l|zr":.!cﬂll:::?::n”n%:f!nn.lj.njt 455382-04 Monsanto Cotnpany OWN MNovember 5, 2001
Sears, M_and M. Mantita (2002), Detwermination of the
y Tonicity of Corn Pollen Expressing o Crydlbl Varian
154-23 rotein to First Instar Monarch Butwrty Larvae (Do
885.4340 plexippus) via Laboratory Bioassay, MSL-17235. A Dated
hogenicity d licable si ate
PAImopenicity cefermination 1y nof appucable since 455382.05 Monsanto Company QWN Navember 5, 2001
154.23 Head, G.. M. Pleaw, §. Sivausupramanian and T, Vanghn
885.4340 {2001). Insecticidal Speetrum of Activity for Cry3lib
Protein in vitra, CINTOQ. A pathogenicily deicomnation Dated
is nel applicable since Crydlib1 is noia living organism. 45538207 Monsanto Company QWN November 5, 2001
Signalure Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
Repulatory Affairs Mgr.
@ EPA Form B570-35 (9-87) Electronic and Papar varsions availabla. Submit only Paper varsion. Agency Internal Use Capy

V' Monsanto Company
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~ Form Approved OME No, 2070-0080
\-,E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this colleclion of information is estimaled to average 0.25 hours per responsae for ragistration activities and 0.25 hours per
responsa for reregistration and special review activitias, including time for reading 1he insiructions and compieling the necessary torms. Send commenis regarding the burden estimale or any
olher aspect of this colleclion of infarmation, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Envirgnmenta! Proteclion Agency,
401 M Sireet, 5.W., Washington, DC 20460. Do not send the form lo this addrass.

DATA MATRIX

Date: February 20, 2003 _ : EPA Reg. No./File Symbol: 524-LEI | Page 10of 14

Applicant'stRegistrant's Name & Address:; . '

Monsanto Company, 600 13™ Street, N.W., Suite 660, Washinglon, D.C. 20005 Product:  Corn Event MON 863

Ingredient  Bacillus thuringiensis Cry3Bb| and the genetic material necessary for its production (vector ZMIRI3L} in event MON 863 corn

Guidoeline Relerence Number Guidaeling Study Name MRID Number .__Submitter Status Note
Duan, 1J., M. 1. McKee, G. Head and C.R. Brown

154-23 {2002). Endangered Species Impact Assessment for

885.4240 Cry3Bb1 Protein in Transgenic Corn Event MON 861,
MSL-17614. A pathegenicity deiecmination is not . Draced
applicable since Cry3Nb1 is not a living orpanism. 4535770-03 Monsanto Company QOWN January 8, 2002
Head, G. (2002). Research on the Effects of Com

154.23 Rootworm Protected Traasgenic Corn Events on

885.4340 Nontarget Organisms: Preliminary Resulis, A
pathogenicily determination is not applicable since Dated
Cry3Bb]1 is not a living organism. 456530-03 Monsanto Company OWN April 9, 2002

Bhatu, M. A., I. D. Duan, C. L. Pilcher, C. . Pilcher, M.
J. McKee, T. E. Nicksen, G. P. Head and C. Jiang (2002).

;g:zi 0 Ecological Assessment of Nentarget Organisms in the Dated
434 Plats of Com Rootworm Insect Protecied Com Hybrid Scptcr:;cr 10
Containing MON 863 Evenl: 2000 - 2001 Field Trials. .
p,..m—: -.T{g-. 19821 » .,...I:.,‘,.,..:-;.,. .-..........I:..,.:.: i Monsanto Company OWN 2002
Sindermann, A. B., J. R. Porch and H. O, Krueger (2002).
154-23 Evaluation of a Crydfib] Protein Variant in an Acute . _
885.4340 . Toxicily Study with the Earthworm in an Artificial Soi) Dated
Substrate. MSL-18137. A palhogenicity determination Seplember 14,
is nol applicable since Cry3Bh is not a living organism. Monsanio Company OWN 2002
154-24 Maggi, V.L. (1999). Evaluation of the Diclary Effects of
B85.4380 Purified Bacitlus thuringiensis Protein 11231 en Honey
Bee Larvae, MSL- 16168, A pathogenicity delermination Dated
15 not applicable since Crydib1 is not a living organism. 449043-10 Monsanto Comnpany OWN August 19, 1999
Signature Name and Title Date
Dennis P. Ward, Ph.D, February 20, 2003
Repulatory Affairs Mgr.
EPA Form B570-35 {9-97) Electronic and Paper versions available. Submit only Papar version, Agency Internat Use Capy
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Washington, D.C. 20460

Farm Approved OMB Na, 2070-0060

Paperwork Reductlon Act Notlce; The public repening burden lor this colleclion of information is estimated to avarage 0.25 hours per rasponse for registration aclivilies and 0.25 hours per
respoanse Jor reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding tha burden estimate ar any
othar aspect of 1his collection of information, including suggestions for reducing the burden to: Dirgctor, OPPE Information Managemaenl Division (2137), U.S. Environmantal Prolection Agancy,
401 M Street, 5.W., Washington, DC 20460. Do not send the 1orm Lo this address.

DATA MATRIX

Date: February 20, 2003

Paga 11 of 14

Applicant's/Registrant’s Name & Address: .
Monsanto Company, 600 13™ Street, N.W., Suite 660. Washington, D.C. 20005

Product:

EPA Reg. No./Fila Symbol: 524-LEI

Corn Event MON 863

EPA Form 8570-35 {3-97) Electronic and Papar versions avaitable. Submit only Paper varsion,

Monsanto Company

00-CR-032E-19

Agency Internal Use Copy

Page 15 of 45

Ingredient _ Bacilites thuringiensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 corn
Guideline Relarence Number Guideling Siudy Nama MRID Number Submilter Status Nola
Maggi, V.L. (1999). Evalualion of the Dicary Efiect(s)
154-24 of Purified Baciflus thuringiensis Protein 11231 on Adult ;
BBS5.438D Honey Bees (Apis meflifera L), MSL-16169. A
pathogenicity deterrmination is not applicable since Dated
Cry3Bb1 is not a living orpanism. 449043-11 Mansanto Company OWN August 19, 1999
Marin, LW, M.J. McKee, 8. Dubelman and Y.A. Dudin
(2000). Acrobic Soil Degradation of the 8.1, Prolgin
885.5200 1 1098 as a Component of Insect Protected Corn. MSL-
16440; an unpublished study conducied by Monsanio Dated
Company. 451568-04 Monsanta Company OWN June 20, 2000
Dubelman, 8., B. Ayden, M. Mueth, J. A, Wanen, C.
Jiang, J. Dookout and Y. Dudin {2002). Acrobic Scil
885.5200 Degradation of the Baciflus thuringiensis CryJBb1 Dated
Variant Protein Produced in Com Rooiwarm Protecied Seplember 10, -
Com Evenl MON 863. MSL-17102. Monsanto Company OWN 2002
Miller. D. (2000). P'ublic Interest Document Supporting
the Registration and Exemption [rom the Requirement of
a Tolerance for the Panl-Incorporated Protectani,
Baciitus thuringiensis Cry3Bb Proiein, and the Genelic Bated
Matcrial Necessary for ils Production in Comn (Vectors ate
v-iﬁiluawr -rumrvyuurnl.a -nn:: ! :. . { 430297-01 Maonsanio Comapany OWN January 13, 2000
Vaughn. T, (2001 ). Preliminary Resulis of Research on
Insect Resistance Management for a Transgenic Comn Dated
Rootwerm Control roduci. 453484-01 Monsante Company OWN February 20, 200!
Signature Name and Title Date
Dennis P. Ward, Ph.[. February 20, 2003
Regulatory Affairs Mpr.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Farm Approvag OMB No. 2070-0060

Paperwork Reduction Act Netice: The pubhc raporting burden lor Lhis collection of information is estimated to average 0.25 hours per response for ragistration activities and 0.25 hours par
rasponse for raragistration and special review activilies, including tima for reading thae instruclions and complating the necessary forms. Send commanis regarding the burden estimate or any
olher aspact of this coltection of infarmalion, including suggestions for reducing the burden to: Direclor, OPPE informalion Managemen! Division (2137}, U.S. Environmental Proteclion Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this addrass.

DATA MATRIX

Date: February 20, 2003 EPA Reg. NoJFile Symboi: 524-LEI | Page 120f 14

Applicant's/Registrant's Name & Addrass:

Monsanto Company: 600 13" Street. N.W., Suite 660, Washington, D.C. 20005 Product:  Corn Event MON 863

Ingredient Bucilins thuringiensis Cry3Bb1 and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 corn

Guideling Ralarence Number Guidetine Study Name MRID Number Submitler Status Nolg
Pilcher, C.D., LK. McFerson and D.P. Ward (2001). .
Agronomic Equivalency of Com Event MON 863 Dated
Hybods as Determined in Year 2000 Field Trials, 4334R4.03 Mansanto Company OWN February 200, 2001
Pileher, C.D. (2001). Efficacy of MON 863 Apainst
Com Roatworm and Comparison 1o Insecticide Dated
Treatments — Resulis of Year 2000 Field Trials. 453613.03 Monsanto Company OWN March 20, 200t
Adminisirative Materials in Suppert of the Application
for Registration of Event MON 863: Carn Roolworm
Protected Corn {Vecior ZMIRI3L); EPA File Symbol Dated
524-LE!] 434240-00 Monsanta Company OWN May 21, 2001
Adminisirative Malenials in Support af the Applicaliun
for Registration of Event MON 863 Com Rootworm :
M'ratecied Comn {Vectur ZMIR13L); EPA File Symhol Dated
524-LEI 453382.00 Monsanto Company OWN November 5, 2001
Vaughn, T.T.. M. Pleau. R. Knutson and T. Coombe
(2001). Comparing the Efficacy af MON 853 and MON
8613 1o Three Corn Roolworm Species, Northern Carn
Rootworm { Diabratica barberd), Southern Cum
Rootworm (£, undecimpunriata howardi), and Western Dated
P A N T 4553820118 Monsanie Company OWN November 5, 2001

Signawre

Name and Tille
Dennis P. Ward, Ph.D.
Repulatory Aflairs Mypr.

Date
February 20, 2003

Monsanto Company

EPA Form B570-35 {9-97) Elactronic and Papar versions availapla. Submil only Paper version.

00-CR-032E-19

Agency Internal Uise Copy
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401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Nollce: The public reporting burden for this collaction of infarmation is estimated to average §.25 hours par response Tor registration activities and 0.25 hours par
response for rereglsiration and special review aciivities, including time for reading the insiructions and completing ihe necessary forms. Send comments regarding the burden estimate or any
other aspect of this colleclion of information, including suggestions for reducing the burden to: Director, GPPE Inlormation Managemant Division (2137), U.S. Envirgnmental Protection Agency,
401 M Stregt, 5.W. Washinglon, DC 20460. Do not send tha lorm to this address.

DATA MATRIX

Date: February 20, 2003

EPA Reg. No./Fila Symbol: 524-LEl Page 13 of t4

Applicant’'sfRagisitant’s Name & Addrass:
Monsanto Company;:600 13" Street, N.W., Suite 660, Washington, D.C. 20005

Product:

Corn Event MON 863

Ingredient Bacillus thurin

iensis Cry3Bbl and the genetic material necessary for its production {vector ZMIRI3L) in event MON 863 corn

Guideling Refarence Number Guidelina Study Name MRAID Number Submiitar Status Notg
Vaughn, T., D. Ward, ). Pershing, (i. Head and I
McFerson {2001). An Interim Insect Resistance
Managemen! Plan for Com Event MON B63: A
Transgenic Com Rootworm Cantrol Product. MSL- Dated
17556. 455770-01L Monsanle Company OWN January §, 2002
Ward, . P, (2002). Public Interest Assessment
Supporting Registration of Baciffus thuringtensis
Cry3Bbl Protein and the Genetic Material (Vector
ZMIR13L) Necessary for its Production in Corn Evenl Daied
MON 863. MSL-17764. 456530-01 Monsante Company QOWN April 9, 2002
Mitchelt, P, D. (2002). Yield Benefir of Corn Event Dated
MON 863. MSL-17782. 456530-02 Monsanic Company OWN April 9, 2002
Alston, J. M., ). Hyde and M. C. Mapa (2002). An Ex
Ante Analysis of the Henefils from the Adoption of
Monsanto’s Com Roolworm Resistant Varielal
o . Darted
Technology - Yield Rootworm. MSL-17993. 456923-01 Monsanto Company OWN June 10, 2002
Sione, T. {1993). Adminisuative Matenials in Suppon of
151.20 the Exempiion from the Requirement of a Tolerance lor Dated
Neomyein Phosphoiransferase 1] as a Flant Pesticide November 23,
Formulation Ineri tnpredient, $3.F32E 43054700 Monsanto Company QWN 1993
Signature Name and Title Date
Dennis P. Ward, Ph.D February 20, 2003
Regulatory Affairs Mpr.

EPA Form BS70-35 (8-97) Electronic &nd Paper versions available. Submil only Paper version.

Monsanto Company

00-CR-032E-19

Agency Internal Use Copy
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P Form Approved OM8 No. 2070-0060
zEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY _
401 M Street, S.W.
Washington, D.C. 20460

[_Paperwork Reductlon Act Notice: The public rapening burden tor this collection of information is estimated to average 0.25 hours per rasponse lar registration aclivities and 0.25 hours per
rasponse lor raregistration and special raview activities, including fime for reading the instructions and completing 1the nacessary forms. Send commaeants regarding the burden estimals ar any
olher aspect of this colleclion of information, including suggastions for reducing Ihe burden to: Director, OPPE Infarmation Management Division {2137), U.S. Environmental Protaclion Agency,

401 M Sireel, S.W., Washington, DC 20460. Do not send 1ha form 1o this addrass. : )

DATA MATRIX

Date: February 20, 2003 ‘ EPA Reg. No /File Symbol: 524-LEl | Page 14 of 14
Applican’s/Registrant’s Nams & Address. .o

Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product:  Corn Event MON 863

Ingredient  Buacilius thuringiensis Cry3Bb] and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 carn

Guideling Reterence Number Guideline Siudy Name MRIO Numbar " _Submitier Status Note

Naylor, M. W. (1992). Acute Oral Toxicity Study of

152-30 Neomycin Phosphotranslerase (NITI) in Albino Mice, Dated
ML-91-409. A pathogenicity determination is not ) November 23,
applicable since Cry3Bbl is not a Jiving orpanism. 430547-01 Mansanto Company OWN 1993

Ream, ). E. (1993). Asscssment of Degradation of
Neomyein Phosphotransferase 1 in fn vitre Mammalian

152.30 Digestion Models. TRC-9)-ANA-U6. A pathogenicity Daled
determination is not applicable since Cry3Bb! is nota : November 23,
living organism. 430933-02 Monsanto Company OWN 1993

Literature Cited in Submission Suppnrlin'g the Excmption

ltom the Requirement of a Tolerance for the PPlant Dated
Pesticide Formulation Incn Ingredieat Neomycin Nevember 23,
Phosphotransferase 1. 430547-02 Monsanto Company PL 1993
Signature Name and Title . Date
Dennis P. Ward, Ph.D February 20, 2003
Regulatary Affairs Mpr.
EPA Form 8570-35 (9-97) Etectronic and Paper varsions available. Submit only Paper varsion. Agency Internal Use Copy
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o . Form Approved OMB No. 2070-0060
\v’E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Ac! Notice: The public reporting burden lor Lhis coflaction of infermation is estimated to average C.25 hours par response lor registralion activities end 0.25 hours per
response lor reragisiration and special review activities, including time for reading the instructions and completing the necessary lorms. Sand commaents regarding Lha burden astimale or any
glhar aspect of this collaction of information, including suggastions for reducing the burden to: Director, OPPE Informalion Management Dlwsmn {2137}, U.S. Environmanial Protection Agency;
401 M Street, S.W., Washington, DC 20460. Do not send the form Lo this address.

DATA MATRIX
Date: February 20, 2003 _ EPA Reg. No./File Symbol. 524-LE] | Page 1 of 14
Appiicent's/Registranl's Name & Address: 4
Monsanto Company, 600 13" Street, N.W., Suite 660, Washinglon, D.C. 20005 .| Product: Corn Event MON 863
tngredient Bacillus thuringiensis Cry3Bb) and the genetic material necessary for its production {vector ZMIR ALY in event MON 863 corn
Guidetine Reference Number Guideting Sludy Name MRID Number ] Submilter Status Note -
Daicd
Monsamo Company OWN January 8, 2002
. Dated
Monsanto Company OWN November §, 2001
Dated
Monsanio Company OWN May 21, 2001
Dated
Monsanic Company OWN May 21, 2001
Dated
Monsanto Company OWN May 21, 2001
Signalure Name and Title Date
é/ Dennis P. Ward, Ph.D. February 20, 2003
Méé Regulatory Affairs Mar,
EPA Form 8570-35 {9-87) Electronic and Paper versions avaitabla. Submit only Paper varsion, ' Public Flle Copy

Monsanioc Company 00-CR-032E-19 - Page 19 of 45
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~ Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washinglon, D.C. 20460

Paperwork Reduclion Act Notlce: The public reporting burden for 1his collection of information is estimated to average 0.25 hours per rasponse for registration activities and 0.25 hours per
respense for reregisiration and special review activities, including time for reading the instructions angd compleling the necessary torms. Send comments regarding the burden estimate or any
olher aspact of this collection of information, including suggestions for reducing the burden Lo: Directgr, OPPE Information Management Division (2137), U.S. Envirgnmanial Protaction Agency,
401 M Sireel, S.W., Washinglon, DC 20460. Do nat send the form to Ihis addrass.

DATA MATRIX
Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI | Page 2 of 14
Applicant's/Regislrzant’'s Name & Address.
Monsanto Company, 600 13" Street, N.W., Suite 660, Washingion, D.C. 20005 Product: _Corn Event MON 863
ingredient  Bacillus thuringiensis Cry3Bb! and the penctic material necessary for its production (vector ZMIR13L} in event MON 863 corn
Guideline Reference Number Guideling Study Name MRID Number " Submitter Status Note
. Dated
Muansanto Company OWN Juneg 20, 2000
: Dated
Monsanto Company OWN June 24, 1997
Dated
Monsanto Company OWN August 19, 1999
Daled
Monsanlo Compzny " OWN May 21, 2001
Drated
Monsanto Company OWN May 21, 2001
Signature Name and Tille Date
Dennis P. Ward, Ph.D. February 20, 2003
Repulatory Affairs Mgr.
EPA Form 8570-35 (9-97) Electronic and Paper varsions availabla. Submit only Paper version, Public File Copy

Monsanto Company 00-CR-032E-19 " Page 20 of 45
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‘.’E pA UNITED STATES ENVIRONMENTAL PROTECTION-AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

401 M Street, S W., Washinglon, DC 20450, Do not send the lorm to this addrass.

Paperwork Reduction Act Notlce: The public reparting burden for this colleclion of information is estimaled to average 0.25 hours per response for registration aclivities and .25 hours par
respanse for reregistralion and special review activities, including time for reading the instructions and completing the necessary lorms. Send cormments regarding the burdan estimale or any
other aspect of this colleclion ol information, including suggestions for reducing the burden to: Director, OPPE Information Managemeni Division {(2137), U.S. Environmantal Protection Agency,

. DATA MATRIX

Date: February 20, 2003

EPA Reg. No./Fila Symbol: 524-LEI Page Jaf 14

Applicanl's/Registrant's Name &IAddress:
Maonsante Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20008

Product: Corn Event MON 863
Ingredient Bacilusthuringiensis Cry3Bbl and the genetic material necessury for its production {vector ZMIR13L) in event MON 863 corn )

Guidaline Reference Number Guideline Sludy Nama WMAID Numbar l Submittar Status Nolg
Daled
Monsanto Company OWN November 5, 2001
. Dated
Monsanto Company OWN Apn! 7, 2001
Daled
Monsanto Campany OWN May 21, 2001
Monsanig Company OWN May 21, 2001
Signature Name and Title Date

Dennis P. Ward, Ph.D.
Regulatory Affairs Mpr.

February 20, 2003

EPA Form 8570-35 (8-97) Eleclronic and Paper varsions available, Submit only Paper version.

Monsanto Company Q0-CR-032E-19

Public File Copy

Page 21 of 45
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“EPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S W,

Washington, D.C. 20460

Formn Approved OMB No. 2070-0060

Paperwork Reduction Act Nolice: The pubtic 'reporting burdan for this collection of inlormalion is estimated ‘o avarage 0.25 houwrs per rasponse for regislration activities end 0.25 hours par
response for reregistration and special review activilies, inctuding time for reading the instruclions and complating Ihe necessary forms. Send commants regarding Ihe burden astimale or any

olher aspect of this cottection of information, inctuding suggestions lor raducing the burden to: Direclor, OPPE Information Management Division (2137}, U.S. Environmental Proteclion Agency,
401 M Street, S W., Washington, DC 20480, Do not send the form o this address.

DATA MATRIX

Dalg: February 20, 2003

EPA Reg. No./File Symbel: 524-LE! | Pagesofl4

Applicant's/Ragistrant's Name & Address:

Monsanto Company, 600 13" Strcet, N.W., Suite 660, Washington, D.C. 20005

Produgt: Corn Event MON 363

Ingredignl

Baciltus thuringiensis Cry3Bb1 and the genctic material necessary for its production {vector ZMIR13L) in event MON 863 corn

Signature

Guideline Reference Number Guideline Study Name

MAID Number

Submitter Status Nota
Dated
Monsanto Company QOWN November §, 2001
Dated
Monsanto Company OWN November 5, 2001
Dated
Maonsanio Compiny OWN January 8, 2002

Name and Title
Dennis P. Ward, Ph.D.
Regutatory Affairs Mgr.

Date
February 20, 2003

EPA Form 8570-35 {9-97) Electronic and Papar varsions availabla, Submit onfy Paper version.

Monsantoc Company

00-CR-032E-19

Publie FHe Capy

Page 22 of 45
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~ Form Approvad OMB No. 2070-0080
\'l'tE PA _ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Nalice: The public reporting burden for this collection of information is estimaled to average .25 hotirs per response lor registralion activities and 0.25 howrs per
response for reregistration and spaciaf review activilies, including time lor reading the instruclions and compleling the necessary forms. Send comments regarding the burden eslimala of any
other aspect of this colisction of information, including suggesticns for reduging the burden to: Director, OPPE Inlormation Management Division {2137}, U.8, Environmental Protection Agency,
401 M Sueet, S W., Washington, DC 20450, Do not sand the form to this address.

DATA MATRIX
Date: February 20, 2003 : EPA Reg. No./Fits Symbol: 524-LEI Page 5of 14
Applicants/Registranl’'s Name & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 : Product: Corn Event MON 863
Ingradient Bacillus thuringiensis Cry3Bbi and the genctic malerial necessary for its production {veclor ZMIRI3L) in event MON 863 corn
Guigeling Referencs Number Guideting Study Name MRID Number . Submittar Slatus Nota
Daied
Monsanto Conspany QOWN May 21, 2001
Dated
Monsanto Campany QOWN August 19, 1999
Signature Name and Title Date
Dennis P, Ward, Ph.D. February 20, 2003
Regutatory Affairs Mer,
EPA Form B570-35 {8-97) Elactronic and Paper versions available. Submil only Paper version. Public Fiie Copy

Monsanto Company 00-CR-032E-19 . ' Page 23 of 45
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Form Approvad OMB No. 2070-0080

Paperwork Reduction Act Notice: The public reporting burden for this collaction of information is astimated to average 0.25 hours per responss for registration activities and 0.25 hours per
rasponse for reregistration and speciat review activities, indluding time for raading the instructions and compteting the necessary forms. Send comments regarding the burden estimagle ur any
othar aspect of this collection of informaticon, Including suggestions tor reducing the burden to: Director, OPPE Intormalion Management Division {2137}, U.S. Environmental Protection Agency,
401 M Strgel, 5. W., Washinglon, DC 20480, Do nol send the form to this addrass.

DATA MATRIX

Date: February 20, 2003

EPA Reg. No./Fite Symbol: 524-1LEl | Pege 6of 14

Applicant's/fRegistrant’s Name & Addrass:

Monsanto Company, 660 13" Street, N.W., Suite 660, Washington, D.C. 206005

Product: Corn Event MON 863

tngredient Baciliiis thuringiensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 corn

Signature

Guideling Relgrence Number Guideline Study Name

MBID Numbear

1 Submilter Status Nate
Draled
Monsanic Company OWN Augusl 19, 1959
) Dated
Monsanto Company OWN November §, 2001
Dated
Monsanto Company OWN Aupisl 19, 2001

Name and Title
Dennis P, Ward, Ph.D,
Regulatory Affairs Mar,

Date
February 20, 2003

EPA Form B570-35 {9-97) Electronic and Paper varsions available. Submit only Paper version,

Monsanto Company

00-CR-032E-1i9

Pubtic Fite Copy
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a _ Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
. 401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this colleclion of informalion is estimatad to average 0.25 hours par response for registration aclivities and 0.25 hours per
responsa lof reregistralion and special review activilies, including time for reading the instructions and cormpleting the necessary forms. Send comments regarding the burden estimate or eny
other aspect of Ihis collection ol informalion, including suggestions lor reducing the burden to: Direclor, OPPE informatien Management Division {2137), U.S. Environmentat Protection Agency,
401 M Street, 8. W, Washington, DC 20460. Do not send tha form to this address. )

DATA MATRIX

Date: February 20, 2003 . EPA Reg. No./File Sympboi; 524-LE[ | Pege 7of 14
Applicant's/Registrant's Name & Addrass:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredient Bacitlus thuringiensis Cry3Bbl and the penctic material necessary for its production {vector ZMIRI3L) in event MON 863 corn
Guideline Relarance Number Guidsling Sludy Nama MRID Number Submitter Status Note
Dated
Mansanto Company OWN August 19, 1209
Dated
Monsuale Company QWN Augusl 19, 1999
Signature : Name and Title Dute
Dennis P. Ward, Ph.D. February 20, 2603
Regutatory Affairs Mgy,
EPA Form 8570-35 (9-97) Etscironic and Paper varsions availabta. Submit only Papar varsion, Publle File Copy

Monsanto Company ' 00-CR-032E-19 | Page 25 of 45
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~ Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductien Act Notice: The public reporing burdan lor this collection of infarmation is estimated ta average 0.25 hours per responsa for registration activitigs and 0.25 hours per
response for reregistration and special review aclivities, including time tor reading the instructions and completing the nacessary forms. Send commaents regarding the burden estimate or any
other aspecl of this coliection of information, including suggestions for reducing the burden 10: Director, OPPE Information Management Division {2137), U.S. Environmantal Protaclion Agancy,
401 M Slreet, 8.W., Washington, OC 20480. Do nol send the form ta this addrass.

DATA MATRIX
Date: February 20, 2003 _ : . EPA Reg. No/Fila Symboi: 524-LE! | Page8of 14
Applicani's/Registrant’'s Name & Address:
Monsanto Company,.600 13™ Street, N.W., Suite 660, Washington, D.C. 20005 Product; Corn Event MON 863
Ingredient Bacillus thuringiensis Cry3Bb] and the genetic material necessary for its production (vecior ZMIR13L) in event MON 863 corn
Guideline Relarence Number Guldeling Study Name MRIC Number Submitter Status Note
Dated
Monsanto Company OWN August 19, 1999
Dated
Monsanic Company QWN August 19, 1998
Dated
Monsantg Company OWnN August 19, 1999
Dated
Monsanto Company OWN February 20, 2001
Dated
Monsanto Company QWN March 20, 2001
Signature Name and Title Date
Dennis P. Ward, Ph.DD. February 20, 2003
Regulatory Affairs Mpr. ,
EPA Form 8570-35 {8-97) Elocironic end Paper versions available. Submit only Paper varsion. ~ Publle Flle Copy
Monsanto Company 00-CR-032E-19 Page 26 of 45
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\'J’E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No, 2070-0060

401 M Street, S W, Washington, DC 20460. Do not send the form to lhis address.

Paperwark Reduction Act Notice: The pubiic reporting burdan far this collection of information is estimatad tn average 0.25 hours per rasponsa for ragistration activilias and 0.25 hours per
rasponse lor reregistration and speclal review aclivities, including time for reading the instructions and completing he necessary forms. Send comiments regarding the turden estimale or any
other aspect of this callection of infarmation, including suggeslions lor raducing the burden to: Direcler, OPPE Information Management Division {2137), U.S. Environmenlal Protection Agency,

DATA MATRIX

Dale: February 20, 2003

EPA Reg. No./File Symbol: 524-LEI | Page 9of 14

Applicant's/Ragistrant's Namea & Address:
Monsanto Company, 600 13" Sireet, N.W._, Suite 660, Washingion, D.C. 20005

Proguct: Corn Event MON 863

(ngrediont  Bacilius thuringiensis Cry3Bb1 and the genetic material necessary for its production (vector ZMIRI13L) in event MON 863 corn

Guideling Reference Number Guideling Study Name MAID Numbar

Signature

Submitter Status Nota
) Dated
Mansanio Company OWN March 20, 2001

Dated

Monsanto Company OWN November 5, 2001
] Dated

Monsanto Company OWN November 5, 2001
- Dated

Muonsanto Company OWN Navember §, 2001
Dated

Monsanto Company OWN November 5. 2001

Name and Title
Dennis P. Ward, Ph.DD.

Regulatory Affairs Mgr.

Date

February 20, 2003

EPA Farm B570-35 (9-97} Elactronic and Paper vaersions available. Submit anly Papar version,

Monsanto Company 00-CR-032E-19

Public Fite Copy

Page 27 of 45
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“ Form Approved OB No. 2070-0060
N7 E pA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Redustion Act Notlce: The public repoding burden for this collection of informalion is estimated to averagae 0.25 hours per rasponsa lor registration aelivities and 0.25 hours per
respeonse {or rerogistration and special review activitias, inctuding tima lor raading the instructions and complaling the nacessary forms. Send comments regarding the burden astimate or any
other aspect of Ihis colleclion of information, Inciuding suggaslions lor reducing tha burden to: Direclor, QPPE Information Managemenl Sivision (2137}, U.S. Environmental Prolaclion Agancy,
401 M Sireat, S.W.. Washinglon, DC 20460, Do nol send the jorm lo this eddiass,

DATA MATRIX
Date: February 20, 2003 : . EPA Reg. No./File Symbal: 524-LE[ | Page i0of 14
Applicant' s/Regislrant's Name & Address:
Monsanto Company, 600 13" Strect, N.W., Suite 660, Washington, D.C. 20005 : Proguct: Corn Event MON 863
Ingredient _ Bacillus thuringiensis Cry3Bbl and the penetic material necessary for'its production (vector ZMIR 13L) in event MON 863 corn
Guideting Rafarence Number Guideling Study Name MRID Numbser Submitter ' Slatus Note
Daled
Monsanto Cotnpany OWN January 8, 2002
Dated
Mansnnlo Company N Aprii 9, 2002
Dated
September 14,
Monsanto Company_ OWN 2002
Dated
September 10,
Monsanto Company OWN 2002
Daied
Monsanto Company OWN Aupust 19, 1999
Signalure Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
Regutatory Affairs Mpr. -
EPA Form B570-35 {9-97) Etectronlc and Paper varsions avaitable. Submit only Paper version, Pubilc File Capy

Mansanto Company 00-CR-032E-19 Page 28 of 45




~ Form Approved OMB No. 2070-00860
\v’E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY -

401 M Street, S.W.
Washington, D.C. 20460

Paperwark Reduction Act Nolice: The public reporting burden lor this collection of information is eslimatad to average 0.25 hours per respanse for registration activities and 0.25 hours par
response lor reregistration and spacial raview activities, including lime for reading the instructlons and campleting \he necessary forms. Send commants regarding the burden eslimate ar any
other aspect of lhis collection of informalion, including suggestions or raducing tha burden to: Oirector, OPPE Information Managerment Division (2137}, U.S. Environmeanlal Protection Agency,
401 M Streel, S.W., Washington, DC 20480. Do nol sand lhe lorm 1o this address.

DATA MATRIX
Date: February 20, 2003 - EFA Reg. No./File Symbol: 524-LEI | Fage 1l ef 14
Applicant'sfAegistrant’s Nama & Addrass:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Producl:  Corn Event MON 863
Ingredient  Bacillus thwringiensis Cry3Bbl and the penetic material necessary for its production {vector ZMIR13L) in event MON 863 corn
Guideline Relarence Number Guidaline Study Nama MRID Numbar . Submitter Slatus Note
Daed
Maonsantg Company OWN August 19, 19992
Dated
Monsanto Company OWN June 20. 2000
Dated
Sepiember 10,
Monsanta Company OWN 2002
Dated
Monsanta Company OWN January 13, 2000
Dated
) . ) . Monsanto Company ' OWN February 20, 200!
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
Regulatory Affairs Mgr. '
EPA Faorm 8570-35 (9-97) Elactronle and Papar varsions available, Submit only Paper varsion. Public File Copy

Mansanto Company 00-CR-032E-19 : Page 29 of 45



~ Form Approved OMB Na. 2070-0060
\"[E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Nolice: The public reporing burden for this colleclion of information is astimated tc average 0.25 hours per response lor registralion activities and 0,25 hours per
response for reregistration and speclal review activilies, including fime for reading tha instruclions and completing the necessary forms. Send comments regarding the burden estimate or any
cther aspact of this collection of Information, including suggestions for reducing tha burden to: Director, OPPE Information Managemant Divislon {2137}, U.5. Environmenial Protaction Agancy,
401 M Strest, S.W., Washington, GC 20460. Do not send the form to this address.

DATA MATRIX

Date: February 20, 2003 ' ) EPA Reg. No./File Symboi: 524-LE[ | Page 12 of 14
Applicani's/Registrant’s Name & Address:; I
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredient  Bacillut thuringiensis Cry3Bb| and the genetic material necessary for its production {vector ZMIR L3L) in cvent MON 863 corn
Guideline Relerence Number Guideline Siudy Nama MRID Number Submitler Status Nota
Daced
Monsante Company OWN February 20, 2001
Dated
Monsanic Company : OWN March 20, 2001
Daled
Maonsanio Company OWN May 21, 2001
Dated
Monsanto Company OWN Navember §, 2001
Dated
Muonsanto Company OWN November §, 2001
Signature Name and Title Date
Dennis P. Ward, Ph,D. " .| February 20, 2003
Regulatory Affairs Mar,

EPA Form B570-35 {9-87) Elecirenic and Paper versions available. Submil only Paper version,

Monsanto Company 00-CR-032E-19 Page 30 of 45




o ' Form Approved OMB No, 2070-0060
wE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

. 401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reduction Act Natice: The public reporing burden for this coltection of information is estimaled 10 average £.25 hours par response for registration activities ang 0,25 heurs per
tesponse for rareqistration and special review aclivilies, including time for reading the instructions and compleling the necessary forms. Send comments regarding lhe burden estimale or any
other aspect of this collection of information, Including suggestions for reducing the burden to; Direclor, OPPE Informalion Managemant Division {2137), U.5. Environmantal Prolection Agency,
401 M Straet, S W. Washington, DC 20460. Do not send the form to 1his address.

DATA MATRIX
Date: February 28, 2003 - EPA Reg. No./File Symbol: 524-LE! | Paga I3of 14
Applicanl's/Registrant's Nama & Addrass,
Monsanto Company, 600 13™ Street, N.W., Suite 660, Washinpton, D.C. 20005 Produet:  Corn Event MON 363
ingredient  Bacillis thuringiensis Cry3Bhi and the genetic material necessary for its production {vector ZMIR 3L} in event MON 863 corn
Guidetine Relerence Number Guidsting Study Name MRID Number ] Submitter Status Nole
) Drated
Monsanto Company OWN January 8, 2002
. Dated
Mansanie Company OWN Anril 9, 2002
Dated
Monsanio Company OWN April 9, 2002
Dated
Monsanio Company QOWN June 10, 2002
Dategt
November 23,
. . Monsanto Company OWN 1093
Stgnalure Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
: Regulatory Affairs Mgt
—— EFA Form B570-35 {9-97) Electronic and Papar versions avaitabla. Submil only Paper varsion,

(6— Monsanto Company 00-CR-032E-19 Page 31 of 45
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Form Approvad OMB No. 2070-0060

\‘-'-;E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washinglon, D.C. 20460

Paperwork Reduction Act Netice: The public reporling burden for this collection of informatian is estimated to average 0.25 hours per rasponsa tor registration activities and 0.25 hours par
response for reregisiration and special review activities, including time for reading tha instructions and completing the necessary lorms. Send commenis regarding the burden estimate or any
other aspect of this collection of information, including suggeslions for reducing the burden ta: Director, OPPE Information Management Division {2137), U.S. Environmental Protaction Agency,

401 M Sireet, 8. W., Washinglon, DC 20460, Do not send the form o this address.

DATA MATRIX
Date: February 20, 2003 EPA Reg. No./File Symba!: 524-LE[ Page 14 of 14
Applicant's/Heqgistrant's Name & Address: )
Monsanto Company,.600 13® Street, N.W., Suite 660, Washingion, D.C. 20005 Product: Corn Event MON 863
Ingredient  Bacillu¥ thuringiensis Cry3Bb1 and the genetic malerial necessary for iis production (vector ZMIRt3L) in event MON 863 corn
Guideline Relerence Number Guideling Siudy Name MRAID Number [ Submitier Status Nola
Dated
November 23,
Monsanio Company OWN 1993
Dated
. November 23,
Monsanto Company OWN 1992
Darted
Navember 23,
Monsanto Company . PL 1993
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
Repulatory Affairs Mer,

EPA Form B570-35 (3-97) Electronic and Papar versions available. Submit only Paper version.

Monsanto Company 00-CR-032E-19

Publle Flte Copy
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CONFIDENTIAL STATEMENT OF FORMULA

{ CBI Cross Reference Number 1}
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CONFIDENTIAL STATEMENT OF FORMULA

{CBI Cross Reference Number 1}
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PRODUCT 1LABEL

Five copies of the proposed label for ‘Com Event MON 863: Rootworm Protected Com’ are
attached. This label supersedes the label previously submitted to EPA, dated February 11, 2003.

Y

Monsanto Company 00-CR-032E-19 ' Page 35 of 45



Corn Event MON 863: Rootworm Protected Corn
[Alternate brand name: YieldGard Rootwerm®: Rootworm Protection)
This product is effective in controlling damage caused by corn rootworm larval feeding on com
roots.
Active Ingredient:

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its
production (ZMIR13L) in event MON 863 corn...................... 0.001 - 0.006%

Other Ingredients:

. Substance prodiiced by a marker gene and the genetic material necessary for iis
production (ZMIRI13L) in event MON 863 com............... 0.00002 - 0.00003%

Percentage (wt/wt) on a dry weight basis.

Keep Qut of Reach of Children

CAUTION

® YieldGard Rootworm is a trademark of Monsanto Technology LL.C
EPA Registration No. 524-528

EPA Establishment No. 524-MO-002

©2003 Monsanto Company

700 Chesterfield Parkway West
St. Louis, MO 63017

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its abeling.

The following information regarding commercial production must be included in the Event MON
863 Technology Use Guide.

Monsanto Company 00-CR-032E-19 - Page 44 of 45



Insect Resistance Management

Growers of Com Event MON 863: Rootworm Protected Comn must adhere to the following
refuge requirements. Growers must plant a structured refuge of at least 20% non-Event MON
863 com.

Refuge planting options include: adjacent blocks or in-field strips. If blocks are implemented
they must be adjacent to the Corn Event MON 863 field. If in-field stnps within a corn field are
implemented, then at least 6, and preferably 12 consecutive rows should be planted with non-
event MON 863 com.

The refuge and Comn Event MON 863 acres should be managed under comparable agronomic
regimes. Refuge and Corn Event MON 863 acres should both be irrigated if irrigation is used.
In regions where corn is cropped continuously, refuge and Corn Event MON 863 acres should be
planted in a continuous cropping regime. The refuge may be placed only on first-year com acres
if the Event MON 863 corn 1s planted on first-year com acres.

Growers have the option of applying conventional insecticides to the comn refuge for control of
com tootworm larvae. Growers are not permitted to apply agents for control of adult com
rootworm to the refuge as this would render the refuge less effective. If growers opt to treat for
other insects present in the refuge while adult com rootworm are present, then the Com Event
MON 863 acres must be treated in a like manner. -

These refuge requirements do not apply to operations engaged in the propagation of inbred seed
COIM.

Corn Insects Controlled or Suppressed

Com has been genetically transformed to produce the B.r. protein, Cry3Bbl, for control or
suppression of the following coleopteran insects:

Western corn rootworm {Diabrotica virgifera virgifera)

Northern corn rootworm {Diabrotica barberi)
Mexican com rootworm (Diabrotica virgifera zeae)

Meonsanto Company 00-CR-032E-19 Page 45 of 45
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'MONSANTO §

Amendment of the Application to Register a Bacillus thuringiensis
Cry3Bbl Protein and the Genetic Material Necessary for its
Production {Vector ZMIR13L) in Event MON 863 Com;
EPA File Symbol 524-1L.El

CONFIDENTIAL ATTACHMENT

AUTHOR

Dennis P. Ward, Ph.D.
Regulatory Affairs Manager

DATE

February 20, 2003

SUBMITTING REGISTRANT
Monsanto Company
600 13" Street N.W.

Suite 660
Washington, DC 20005

MONSANTO REFERENCE No.

o 00-CR-032E-17

o

Confidential Attachmem Monsanto 00-CR-032E-19 Page 1 of 4



CONFIDENTIAL BUSINESS INFORMATION

CBI Cross Reference Number 1 This cross reference number noted
on 2 place holder page is used in
place of the following whole page
at the indicated volume and page
references

The deleted Page is attached immediately behind this page.

Pases Reason for Deletion - FIFRA Reference

37 & 38 Discloses commercial information §10(d)(1)(A), (B) or (C)

"

Confidential Attachment Monsanto 00-CR-032E-19 Page 2 of 4
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Page is not included in this copy

Pages\j)h? througﬂ\xil are net included in this copy.

The material not included contaxns the following type of
information:

Identity of product inert ingredients.

Identity of product inert impurities.

Description of the product manufacturing process.
Descripfion of quality control procedures.
Identity of the source of product ingredients.
Sales or other coﬁmercial/financial information.
,A'éraft product label,

V7 The pioduct confidgntial statement of formﬁla.
Information about a pending registration.action.
FIFRA.régis£ration data.

The document is a duplicate of page(s)

The document is not responsive to the request,

The information not included is generally considered confidential
by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notlee: The public reporting burden for this collection of information Is estimated to average 0.25 hours per responsa for regisiration activities and 0.25 hours par
tesponse for reregistration and special raview activities, including timp for reading the instructions and complating the necessary forms. Send commants regarding the burden astimate or any
othar aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U5, Environmenta! Protection Agency,
401 M Stree!, S.W., Washington DC 20460. Do not send the form fo this address.

DATA MATRIX

Bate: February 28, 2003

EPA Reg. No/Fite Symbol: 524-LEI I Page 1 of 16

Applican!'s/Registranl's Name & Addrass
Monsanto Company, 600 13% Street, N.W., Suite 660, Washlngton D.C. 20005

Product:

Corn Event MON 863

Dernis P, Ward, Ph.D.
Regulatory Affairs Mgr.

ingredient  Bacitlus thuringiensis Cry3Bb] and the genetic material necessary for is production {vector ZMIR 1 3L) in event MON 863 corn

Guideling Refaranca Number Guldeline Study Namo MAID Number Submitter Status Note
Administrative Materials for Amendment of Applicadon

151.28, 151-21, 151-25 to Registrater of a Bacillus thuringiensis Cry3Bb1 Protein

8851100 and the Genetic Material {Vector ZMIR {3L) Neeessary

8§5.1200 for its Production in Com Event MON 863; EPA File Dated

BE5.1500 Symbol LEI-524. 455770-00 Monsanto Company OWN January 8, 2002

151-20, 1534 Holleschak, G., R.E. Hileman ond 1.0}, Astwood (2001).

‘BBS.1100 [mmuno-detectability of NPT Protein in the Grain of

285.2200 Insect Protected Cormn Event MON 863 After Heat Dated
Treatment. MSL-173040, 455382-09 Monsanto Company OWN November §, 2001

151-20, 151-21, 151-22, 151-26

8851100 Cavato, T.A, E.C. Rigden, D.W. Minanck and R.P.

885.1200 Lirette (2001). Amended Repont for MSL-16505:

B85.1300 Molecular Analysis of Com Event MON 863, MSL- Dateg

8352100 17152. 454240-02 ‘Monsanteg Company OWN May 21 2001
Holleschak, G, R E. Hiterman and J.D. Astwood (2001).

151-20, 153-4 Amended Report for MSL-16597: Unmunodetectability

BA5.1100 of Cry3Bb1.11098 and Cry3Bbi.11231 Proteins in the

8852200 Grain of Insect Proteeted Com Events MON 863 and Dated
MON 853 After Heat Treatment, MSL-17223, 454240-07 Monsonta Company OWN Muay 21, 2001

151.23, 151-25, 1534, 151-26, Dudin, Y.A., B-F. Tonnu, L.D. Albec and R.P. Lirette

885.1400, 885.1500 (2001}, Amended Report for MSL.16559. A.1.

8852200 CryiBb1.11098 and NPTI Protein Levels in Sample

885.2400 Tissue Collected from Com Evenl MON 863 Grown in . Dated

BRS.2500 1999 Field Trials. MSL-171811 45424004 Monsanto Company OWN May 21, 2001

Signature Name and Title Date

February 20, 2003

EPA Form 8570-35 {9-97) Eteclronic and Paper versions avallable. Submit only Paper version.

Monsanto Company

00-CR-032E-19

Agency internal LUse Copy

Page 5 of 49
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n : Form Approved OMB Na. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washingtan, D.C. 20460 '

Paperwork Reduction Act Notlee: The public reporting burden for this collection of informalion is estimated 1o average 0.25 hours per respanse for reglstration activitles and 0.25 hours per
rosponsa for raregistration and special review activitles, Including time for reading the instructions and cemplating the necessary forms. Send comments regarding tha burden estimate or any
other aspect of lhis coliection of information, Including suggestions for reduting the burden ta; Director, OPPE Intormation Management Qivision (2137), U.S. Enviranmantal Protection Agency,
401 M Street, S W_ Washingion, DE 20460, Do not send the form to this address.

DATA MATRIX

Date: February 20, 2003 EPA Rog. NoJFilo Symbal; 524-LEI ] Page 20f15
Applicant's/Regisirant'’s Nams 8 Address: .
Monsanto Company, 600 13 Street, N.W ., Suite 660, Washington, D.C. 20005 Preduct: Carn Evént MON 863
Ingredient Bacilius thuringiensis Cry3Bbl and the penctic material necessary for its production (vector ZMIR13L) in event MON 863 com
Guideline Ralerence Number Guldeline Siudy Name MRAIO Number Submitier Status Nata
Administrative Malesials in Suppon of the Registration of
151-26 Baciltus thuringiensis Cry38b Proicin and the Genelic
38 S-Zl 00 Matenial (Vector ZMIR 13L} Necessary for its Production
’ in Comn; ond Amendmenti of the Previous Request for Dated
Exemption from the Requirement of 8 Tolerance, 451568-00 Monsanto Campany OWN Tune 20, 2000
Penition yom Lhe Requiremeni of o Tolerance for Baciliug
151-26 thuringiensir Cry), Cry2, and Cry Classes of Proieins
885-2 o0 and the Genetic Matecial Neeessary for the Production of
2 These Proteins In or On All Raw Agricultural Dated
c oditi - .
Commodities When used as Planl-Pesticide Acdve PP 764888 Mansanto Campany OWN lync 24, 1997
Pilacinski, W. P. and M. W. Taylor (1999). o
1S1.26 Administrabive Materials in Support of the Regisiration of
885‘2100 the Plant-Expressed Protectant Baciflus thuringiensis
; Com Reotworm Control Protein, as Produced in the Com Dated
Ze L L), Ame, i
E; : ma):.: c)...a:.‘.j ..I{l.:. r._._rf?.{f;r:l_i.l.}: the mero s 449043-00 Mansanlo Company OWN August 19. 1999
151-26
EB5.2100 Hilernan, R.E. and J.D. Astwood (2001). Additiona) . .
Characierization of the Cry3Bh) Proicin Produced in : : Dated
Com Event MON B63, MSL-17137. 454240-10 Monsanto Company OWN May 21, 2001
Thoma, R S., G. Hollesehak, R.E. Hileman and J.D.
151.26 " Astwood (2001). Primary Siructural Prolein
8 -ZI 00 Characterization of Corn Event MON 863
3. Cry3Bb!.) 1058 Protein Using N-terminal Sequencing Dated
und MALDI Timwe of Flight Mass Spectrometric - ased
Tockpipeas ltlg! iy peeme 454240-11 Maonsanlo Company OWN ~May 21, 2001
Signature Namc and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
Regulatory Affairs Mgr.
EPA Form 8570-35 (9-97) Electronic and Pager versions available. Submit only Paper verslon, Agency Internal Use Capy
Monsanto Company 00-CR-032E-19 . : : Page 6 of 49

Ivd 00:Z71 €00Z2/02/20

DINVSNON

coo@



£eaZ-a@2-854

cr:él

v d

=

o Form Approved OMB No. 2070-0060
wvEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

: 401 M Street, S.W.
_Washington, D.C. 20480

Paperwork Reduction Act Notice: Tha public reponting burden for this collection of information is estimatad to avarags 0.25 hours par rasponss for registration activities and 0.25 hours per
response for reregistration and special roviaw activities, inciuding timo for reading the instruttions and compleling ihe nocessary forms. Send comments regarding the burdon astimate or any
other aspect of this coilection of Information, Including suggestions for reducing tho burden to: Director, OPPE Inlarmation Management Division (2137}, U.5. Environmentat Protection Agency.

401 M Streat, 5.W. Washington, DC 20460, Do not sond thae form to this addrass.
DATA MATRIX

Date: February 20, 2003 - EPA Reg. No./Fila Swnbol: 524-LE[ | Page 3 of 16

Applicant's/Registrant's Nama & Address; - '

Monsanto Company, 600 13% Street, N.W., Suite 660, Washinglon, D.C. 20005 . Progucl;  Corn Event MON 863

ingregiont Batillus thuringiensis Cry3Bbl and the genelic matenial necessary for its production (veclor ZMIR13L) in event MON 863 com

Guidoline Relarence Number Guidelina Study Name MRID Number Submitter Status Note
Filemas, R.B., G. Holleschak, LLA. Tumer, R.S. Thoma,

151-26 C.R. Brown and }.D. Astwood {2001). Characienzation

B85.2100 and Equivalence of the CrydBb1 Protein Produced by £,
coli Fermentalion and Corn Event MON B63, MSL- Pated
17214, 455382-01 . Monsanto Company OWN November 5, 2001
Hileman, R.E., E A, Rice, R.E. Goodman and J.D. I

151-36 Astwood (2001}, Bioinformotics Evalvation of the

885.2200 CryiDib} Protein Producet in Com Event MON 863

’ Utilizing Allergen, Toxin and Public Domain Protein Daled

Databases. MSL-17140. 454240-08 Monsanto Company OWN Moy 21, 2001

/

85.2250 Not applicable since feed mreidy Sryd Bbirproteln e = " i
1 _notefaeaicoldFcel toncen and there is no requirement -:-‘\
e o a tolerance in animal tissyes,
151-25
885.2300 D. Kolwyck, B-P, Tonnu, Y. A, Dudin, T. Ploesser and K.
Gustafson (2001). Validated Method for Extraction and Dated
Direct ELISA Analysis of Cry3Bb1 in Com Grain, 453731-01 ' Mansanto Company QWN April 7, 2001
e —————
R85.2350 R — e
Nol applicable since there § LA T H F—
tolern i b ue.
Signature Name and Title Date
Dennis P. Ward, Ph.D. ‘February 20, 2003
Regulatory Alfairs Mer.
EPA Ferm 8570-35 {9-57) Electronic and Papar versions available. Submit only Papar varsion. Agoncy Internal Use Copy
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vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.

Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden far this caolloction of infamation |s estimaled te average ©.25 hours per response 1or registration actlvilles and 0.25 hours per
response for reregistration and speclal review activities, including time for reading the instructlons and completing the npcessary forms. Send commaents regarding the burden estimate or any

othgr aspact of this coffection of informatian, Including suggestions lor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Envrronmental Protection Agency,
401 M Street, §.W., Washinglon, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: February 20, 2003 EPA Reg. No./Filg Symbal: 524-LE]l | Pagedofl6
Applicant's/Reglstrant's Name & Address:
Monsanto Company, 600 13™ Street, N.W., Suite 660, Washington, D.C. 20005 Product: Comn Event MON 863
Ingredient _ Bacillus thuringiensis Cry3Bbl and the genetic material necessary for its production {vector ZMIR13L) in event MON 863 corn
Guldelineg Relgranca Numbar Guldeling Study Name MRID Number Submittar Status Nate
=
M "d 151.27 Srrmpley
2400 whi will be submitted ps part of the A e e N
— independent laboralory method validation work thal is -
LI A
Dudin, Y.A., B-P. Tormy, LD Albee and R P Lirette
153-4 (2001). Arended Repoit for MSL-16559: 8.1
885.2500 Cry3Bbl.11098 and NPTI Protein Levels in Sample
Tissue Collected from Cam Event MON 863 Grown in Dated
1959 Field Trials. MSL-171811, 454240-01 Monsanto Company OWN May 21, 20'01_
EB52550
Not applicable since there is no nced for 2 Cry3Bb] -
tolerance in aremal tssues.
3 885.2600 B P
N Rt Not applicable since there are not expected to be any
water restdues of toxicolopical concem. ...
$% I\:‘\
885.2600 MeKee, M1 (2001) Bluegil! Diclary Toxicity Srudy for
the Bacitiur thuringiensis Cry1Bh| Protein Vanant: A Dated
Waiver Request. MSI- 17383, 4553182-00 Monsamo Company OWN November S, 2001
Signature Name and Title Date
Dennis P, Ward, Ph.D. February 20, 2003
Regulatory Affairs Mgr.
u EPA Form B570-35 (9-97) Eleclronic and Paper verslons availabla. Submil only Paper version. Agency Internal Use Copy
i3] o
5 .

<
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a Form Approvad OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
- : 401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduclion Acl Notice: The public reporting burden for this collection of information is eslimated to average 0.25 hours parf response Tor registration activities and 0.25 hours per
responsae for reregisiration and spoclal review activilies, including time for reading Lhe instructlons and completing the necessary lorms. Send comments regarding the burden estimate or any
other aspact of this collection of Inlormation, including suggestlons for reducing the burden to: Diraclor, OPPE Information Managemant Division {2137}, U.S. Environmenta! Protection Agancy,
401 M Stresl, 5.W., Washingion, DC 20460. Do not send the lorm to this address.
DATA MATRIX
Dato: February 20, 2003 . EPA Reg. No./Fila Symbel: 524-LEI | Paga Sof 16
Applicant’s/Registrant’s Name & Address:
Monsanto Company, 600 13" Strect, N.W., Suite 660, Washington, D.C. 20003 Product:  Com Event MON 863
Ingredient  Bacillus thuringiensis Cry3Bb1 and the genetic material necessary for its production (vector ZMIR13L.) in event MON 863 com
Guideline Reterence Number Quidoline Study Nama MHAID Number . Submitter Status Nota
Astwood, J.D., R.E. Hileman, M.J. McKee, TJ. Hyde!,
152-30 ). W_5Seale and L. English {2001). Safcry Assecssmem of
8853050 Cry3Bbl Vanants in Com Reolworm Prolected Com.,
MSL-17225. A pathogeniciry delermination is nol Dated
applicable since Cry3Bb1 is not a living orpanism. 454240-09 Monsanio Company OWN Moy 21, 2001
Donnente, K.L. and P.D. Pyla (2001). An Acute Qral
152-30 Toxicity Shudy in Mice with E. celi Produced
§85.3050 Cry3Bbl.11098(Q349R) Protein, Amendcd Final Report.
EB5.4150 MSL-17382. A pathopenicity determination is not : Dated
applicable since Cry3Bb] is nol a living organism. 455382-02 Monsanta Company OWN November §, 2001
Leach, JN., R E. Hileman and ).D. Asrwood (2001).
152.30 Assessment of the in vitre Dipestibility of Cry3Bbl
582'30 Protein Pusified from Com Event MON 863 and
53650 Cry3Bb! Prowcin Purified from E. coli. MSL-17292. A .
pathogenicity determinalion is not applicable since Dated
P DR e eagn Hedae pomaat 455382-03 Mansanto Company OWN Navember §, 2001
Hileman, R.E., L.N. Leach and 1.D. Astwood (2001), '
152-30 Asscssment of the in vitro Digestibility of
".3 845.3050 CrydbBb1.11098{QI49R} Protein in Simulated Intestinal :
N Fluid. MSL-17530. A pathopenicily detenminalion is not Dated
applicable since Cry3Bb L is not a living organism. 455770-02 Monsanip Company OWN lanuary 8, 2002
152-31
152-34 ) . . . )
152.35 Not applicable since Cry3Bb1 is a plant-incorporaled
885.3100 active ingredienl. iy present af low levels, and there is
’ linle opportuniry for dermal or ocular conlact -
Signature - Name and Title | Date
Dennis P. Ward, Ph.D. February 20, 2003
; : Regulatory Affairs Mgr. : :
. EPA Form B570-35 (9-97) Elecironic and Paper versions available. Submil only Papar varsion. Agency Internal Use Copy
[a] .
S .
: Mensanto Company 00-CR-032E-19 ' S ' ' . Page 90f49
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401 M Street, 5.W,

Washington, D.C. 20460

wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Form Approved OMB No. 2070-00560

401 M Slreet, S5.W., Washinglon, DC 20460. Do not send the form to this address.

Paperwork Reduction Act Notlee: The public reparting burden for this collection of information Is astimated to average 0.25 hours por tasponse for registration activilies and ¢.25 hours par
response for reregistration and special review activities, Including fime lor reading the instructions and comploting the necessary forms. Send comments regarding the burden estimale or any
other aspect of this collection of informatlan, including suggestions for reducing the burden to; Director, OPPE Informalion Management Divislon (2137), U.S. Environmental Protection Agancy,

DATA MATRIX

Date: February 20, 2003

EPA Rag. No./Fite Symbol: 524-LEl { Page6af 16

Applicant'sfRegistrant'’s Name & Addrass;
Monsanio Company, 600 13® Street, N.W., Suite 660, Washington, D.C. 20005

Product:  Corn Event MON 863

Ingredlent  Bidcillus thuringiensis Cey3Bbl and the genelic matetia) necessary for its production {vector ZMIR13L) in event MON 863 corn

Guideling Referonce Number Guideline Study Namg

MRIO Numbar

Submitter

Status

Nota

Not opplicable since Cry3BD] is a plant-incorporated
15232 active ingredient, ts present at low levels, and there is
885.3150 Little opportunity for human inhalstion exposure. A
pathogenicity determination is not applicable since
Cry3Bb1 is not a living organism,

152-33

885.3200
Not applicable since Cry3Bb1 prot=in is neither infective
nof pathogenic,

Kb

152.37 ]:;().-\ There is no clear published evidence that has

152-38 deroonstrated clinical allergic reactions to Bt crystal

885.3400 proteins, Monitoring for hypersensitzvity incidents can
be implemented after registration is granted.

152-39

885.3500
Not applicable since Cry3Bb1 is not a virus.

152-42

RS A600 T — e since Cry3Bb) is plant-incarporated, is

present at Jow leve m grain, and is rapidly
degraded in the dipestive tracks of manmymals.

Signature

Name and Title

Dennis P. Ward, Ph.D.
Regulatory Affairs Mar.

Date

February 20, 2003

EPA Form 85706-35 (9-97) Electronic and Papar vorsions available. Submit only Paper version.

Monsanto Company - .00-CR-032E-19

Agency Internal Use Copy
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~ Fomn Approved OMB No. 2070-0060
wvEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
. | 401 M Street, SW.
Washlngton. D.C. 20460

Peperwork Reducilon Acl Nolice: The public reporting burden for this collaction of information is estimated to average 0.25 hours par response for registration aclivitias and 0.25 hours per
response for reregistralion and special raview activitias, including time for reading the instruclions and completing the necessary forms. Send commants ragarding tho burdan esltimate or any
ather aspect of this collection of information, Including suggestions for reducing the burden to: Directar, OPPE Information Management Division (2137), LS. Environmaental Protaction Agancy,
401 M Streel, 5.W., Washington, DC 20460, Do not sond the form to this addrasa.

DATA MATRIX

Date: Fcbruary 20, 2003 : EPA Reg. Na./File Symbal: 524-LEI | Page 7of 16
Applicant’s/Registrant's Nama & Address:

Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Preduct:  Corn Event MON B63

Ingrediert  Batillus thuringiensis Cry3Bbl and the genctic malenial necessary for its production (vector ZMIR 13L) in event MON 863 corn

Guideline Aeference Number Guideline Study Name : MRID Number . Subrittar Statug Note

885.3650 Not applicable si ¥-plant-incorporaied, is
: present at 1 vels in corn grein, and is rmpidly
degraded ittthe digestive tracks of marmnals.
CGallagher, S.P., ). Grimes and 1.B. Beavers {1999).
[54-16 Bacillus thuringiensis Protein 1123! in Corn Grain: A
§85.4050 Dictary Texicity Siudy with the Northern Bobwhite. .
MSL-16161. A pathogenicity determination is not - Dated
applicable since Cry3Bb1 is not a living orpanism. } 449043-15 Monsanio Company . OWN : August 19, 1999
154-17
BR5.4100 avig
pathogrnicity d:tcm'un Lion is not apphcablc since
Cry3Bb1 is not a living orpanism.
Not applicable since there i3 no reason 1o suspect that
[54-18 wild mammals would be any more sensitive to Cry38b1
854150 than laboratory mammals. Maramals do not possess Cry
protein receptors. A pathogenicity deicrmination is not
applicable since Cry3Bb] is not a living organism.
L, M.H. and E.H. Robinson (1999). Evaluation of Inscct
154-19 Protected Cormn Lines MON 853 and MON 859 as & Feed
£85.4200 Ingredient for Catfish. MSL-16164. A pathogenicity .
detcrmination i3 nol applicable since Cry3Bbi is nola . o . N Dated .
living organism. 449043-19 Monsanto Company OWN Aupgusi 19, 1999
Signature Name and Title ' Date
. Dennis P. Ward, Ph.D. February 20, 2003
Regulatory Affairs Mgr.
EPA Form 8570-35 (9-97} Electronic and Paper versions available. Submit only Paper version, : . Agency Internal Use Copy
Monsanty Company 00-CR-032E-19 ' Page 11 of 49
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, B.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notlee: The public reporting burden for this collection of information is estimated to average 0.25 hours per respanse for reglstration activities and 0.2§ hours per
response for reregistration and special raview activities, including tims for reading the instrugtions and completing the necessary forms. Send comments regarding the burden estimate or any

other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street. £ W, Washington, DC 20460. Da nol send the form 1g this address,

DATA MATRIX

Date: Fcbruary 20, 2003

Name and Title
Dennis P. Ward, Ph.DD.

Regulatory Affairs Mgr,

Date

February 20, 2003

EPA Rag. NoJFila $ymbai: 524-LEl | PagaBafl6
Applicants/Registrant'’s Name & Address: '
Monsanto Company. 600 13" Street, N.W., Suite 660, Washingion, D.C. 20005 Product: Com Event MON 863
Ingredlent  Bacillus thuringiensis Cry3Bb1 and the genctic matcrial necessary for its production {vector ZMIR13L) in'event MON 863 corn
Guideline Referance Number Quideline Study Nama - MRID Number Submiller Status Nota
Droltar, K.R. and H.O. Krueger (1999). Bacitlus
54.20 thuringiensir Protein 11098 in Com Pollen: 48-Hour
;ss-az 10 Static Renewal Acute Toaicity Test with the Cladoceran
: {Daphnia magna). MSL-15988. A pathogenicity Dated
d LTS . . .
I:Ef‘r:m.nnn‘q?ls not applicable since Cry3Bbl is not a 449043-18 Monsanta Company- OWN August 19, 1999
ém is not typically grown in close proximity to
154-2) estuanine or marine environments. Pollen drifi inte these
885.4280 environments would not result in water residues of
toxicological concemn, A pathogenicity determination is
not spplicable since Cey3BbI is not & living orpanism,
15022 i P
8R5.4300 )
Not applicable kince Cry3Bb1 is plant-incorporated and
nol ‘applicd’ to crops.
Palrner, §.). and H.Q. Krucger (199%). Bacillus
154.13 thuringiensis Protein 11231: Diclary Toxicity Study with
885.4340 the Ladybird Beetle ({fippodamiq convergens). MSL-
16166. A pathogenicity determination is not applicable - Dated
since CrydBb) is nol o living organism. 449043- 14 M to Company OWR August 19, 1959
Hoxter, K A, 5.J. Pulmer and H.O. Krueger (1999).
154-23 Bacillus thuringiensis Protein 11231 An Acute Toxicity
885.4340 Study with Eanhworm in an Artificial Soil Substrate.
MSL-16162. A pathogenicity determination is not Dated
applicable since Cry3Bb1 is not a living organism. 449043.16 Monsanto Company OWN August 19, 1999
Signature

EPA Form B570-35 (3-97) Electronic and Paper versions availabla. Submit only Paper version.

3
\Monsanlo Company

00-CR-032E-19

Agoncey Internal Use Copy
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o Form Approved OMB No. 2070-0050
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
. 401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notice: The public reparing burden for this collection of infermalion Is estimated 1o avarage 0.25 hours per respansa for regisiration activitias and 0.25 hours par
response for reregistration and special review activities, Including time for reading the instructions and completing the necossary forms. Send comments regarding the burden estimala or any
other aspéct of this coliection of Information, including sugqestions for raducing tha burden o Direclor, OPPE information Managemant Civision (2137), U.S. Environmental Proteclion Agency,
401 M Strect, 5.W., Washinglon, DC 20460. Do not gend tho lorm to this addross.

DATA MATRIX

Date; February 20, 2003 . EPA Reg. No./File Symbol: 524-LEl | Page9of 16

Applicant's/Registrant's Mame & Addross:

Monsanto Company, 600 13% Street, N.W._, Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863

Ingredlent  Batillus thuringiensis Cry3Bb! and the genetic material necessary for its production (vector ZMIRLIL) in event MON 863 corn

Guidaling Relerence Number Guidoline Study Nama MRID Numbar Submittar Slatus Nolg
Teixeirn, D, (1999). Ass¢ssment of Chronie Tt;xjcity of

154.23 Com Tissue Containing the Bacilius thuringiensis

885.4340 Protein 11098 to Collembola {Folsomia candida). MSL.
15988, A pathogenicity delermination is not applicable Dated
since CrydBb i nat a living organism. 449043-17 Monsante Company OWN August 19, 1995
Palmer, §.J. and H.O. Krueger (1999). Bacilius

154-2] thuringiensis Protein 11211: A Dietary Study with Green

885.4340 Lacewing Larvac {Chrysoperla carmea). M5SL-10165. A )
pathogenicity delermination is not applicable since » Dated
Cry3Bb1 is nol a living organism. 449043-12 Monsants Company OWN Aupust 19, 1999
Palmer, S.J. and H.O. Krueger (1999). Bacilius I

154-23 thuringiensir Prolein 11231 A Dietary Swudy with the

885.4340 Parasitic Hymenoptera (Nasonin vitApennis). MSL-

; 1616. A pathogenicity desermination is not npplicable Dzicd

since CrylDbl is not a Living orpanism. 449043-13 Monsanto Company OWN Avgust 19, 1999
Head, G. (2001). Rescarch onthe Effects of Com

154.23 Rootworm Protecied Transgenic Com Events on

§85.4340 Nontarget Grganisms: Preliminary Repont. A
pathogenicity delermination is not applicable since : Dated
Cry3Bb1 is nota living organism. 453484-02 Muonsanto Comnany .- OWN February 20, 1041

Duan, JJ., G. Head, M. McKee and T.E. Nickson (2001),
Dielary Eifecis of Transgenic Bocillus thuringiensis (Bt)

.113551;‘3;40 Com Pollen Expr:ss_ing a Yanant of Cry3Bb1 Protein on
: Adults of the Ladybird Beete, Coleonuegilio maculata. Dated
MSL-16936. A pathogenicity determinarion it nat 453613-01 Mensanto Company OWN March 20, 2001
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
- Regulatory Affairs Mgr. _
EPA Form 8570-35 (3-97} Elecironic and Paper versigns available. Submit only Paper version. ) Agency internel Use Capy

Monsanto Company ' 00-CR-032E-19 _ _ o _. ~ Page 13 0f 49

IV¥d €27 €00Z2/02/70

OINVSNON

200



CPaC-0z-834

972:¢1

“%Lb

£B°d

\

vEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notico: Tha publle reporting burdan for this collection of information is estimaled to average 0.25 hours per rasponse for ragistration aclivities and 0.25 hours per
1esponss for seregisiration and speclal roview activilies, including time for reading the Instructions and complating the necessary forms. Send comments rogarding the burden estimate of any

other aspact of this collaction of Information, including suggostions for reducing the burden to; Diracter, QPPE Infarmation Management Division (2137}, U.8, Enviranmantal Protection Agancy,
401 M Strect, S.W. Washinglon, DC 20460. Do nol send the form o this addrass.
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DATA MATRIX

Dato: February 20, 2003

EPA Reg. No./Fila Symbol: 524-LEI

Page LOof 14

Applicant's/Regisirant's Name & Addiess:
Monsante Company, 600 13 Smeet, N.-W., Suite 660, Washington, D.C. 20005

Product:

Com Event MON 863

Ingregient  Bacitlus thuringiensis Cry3Bb) and the genetic material necessary for its production {vector ZMIR13L) in event MON 863 corn
QGuidsline Aeterence Nurmber Guidelina Stugdy Nemp MAID Numbar Submitter Status Nota
Bryan, R.L, J.R. Porch and H.O. Krueger (2001). ’
1542 Dictary Effects of Transgenic BT Com Poller Expressing
oy 43 a Variant of Cry3Bb1 Protein on the Ladybird Beetle,
3.4340 Hippodamia convergens, MSL-17171, A pathogenicity Datcd
determination § t liceble si C b1 i 1
decrminaton i oot pplicablesines CoBb 57018 | 45361109 Mansanto Company ow March 20, 3001
Bhatti, M.A., C.L. Pilcher, M.). McKee, T.B_ Nickson,
154.2 G.P. Head and C.D. Pilcher (2001). Field Evaluation for
885‘4340 the Egological Impact of Com Rootworm [nsect-Pratecled
43 Com on Non-Target Organisms. MSL-17179. A Dated
pathogeniity detenminarion s ot applicabe sinc assam06 Monsanto Company owy Novermber 5,200
Duan, 1J.. M.). McKee and T .E. Nickson (2001).
.3 Dictary Effecis of Transgenic Bacitlus thuringiensiz (Bi)
;B '4340 Com Pollen Expressing a Variant of Cry3Bb) Protein on
541 Larvace of the Ladybird Beetle, Coleome gilia macuiata. Dated
#SL-16907. A pathogericity deicrmination is hot
TR E-_.-.E’..:}l;_t!,.. i peman i 455382-4 M y Company OWN November §, 2001
Scars, M, and M. Mattila (2002). Determination of the
154.2 Toxicity of Com Pollen Expressing a Cry3Bbl Vanan
3:5'4;40 Protein 10 Fust [nstar Monarch Bunerfly Larvae (Danus
’ plexippus) via Laborstory Riozssay. MSL-17235. A Dated
thorenici R Nieable 55
pathopenicity detcrmination is nol applicable since 455382-05 Monsanto Company OWN November 5, 2001
154-23 Head, G., M. Pleaw, §. Sivausupramanian and T, Yaughn
§85.4340 (200)). tnsecticidad Spectrum of Activiry for Crydfb
Protcin in vitro. CINTO. A pathogenicily delerminatinon . Dated
is not applicable since Cry3Hb] is nol o living orpanism. 45538):07 Monsantio Company OWN November 5, 2001
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 20, 2003
Regulatory Affairs Mgr.

EPA Form 8570-35 (9-97) Electronle and Paper versions availablo. Submit only Paper version,

Monsanio Company

00-CR-032E-19

Agoncy Internal Use Capy
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" Form Approved OMB No. 2070-0060
zEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W. :
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of inlormalion is estimaled to average 0.25 hours per rasponse fof reglstration actlvities and 0.25 hours per
responsa for reregistrallon and special review activities, including time for reading tha Instructlons and completing the nocessary forms. Send comments regarding the burden estimate or any
olher aspect of this colleclian of information, including suggastions for raducing the burden to: Director, OPPE Information Management Division (2137), LL.S. Environmental Protection Agency,
401 M Street, 5 W, Washington, DC 20480. Do not send ha fomm to lhis address.

DATA MATRIX

Dato: February 20,2003 : EPA Reg. No./File §ymbol: 524-LEI | Page 11 af 16

Applicanrs/Regisirant's Name & Address:

Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product:  Corn Event MON 863

Ingredienl  Batilius thuringiensis Cry3Bb1 and the penctic malerial necessary for its production (vector ZMIR13L) in event MON 863 corn

Guideling Reference Numbar Guideline Study Name MRID Numbar Submitter Status Note
Duan, 1J.. M. ). McKee; 4. Head and C.R. Brown

154-23 "1 (2002). Endangered Species Inpact Assessiment for

£85.4340 Cry3Bb! Protein in Transgenic Com Event MON 863,
MSL-17614. A pathogenicily determination is nat : Dated
applicable since Cry3Hb! is not a Living orpanism. 455770-03 Monsanto Company OWN Janvary 8, 2002
Head, G. (2002). Research on the EFccts of Cam

154-23 Rootworm Protected Transgenic Carn Events on

8854340 Nontarget Qrganizms: Preliminary Results. A
pathogenicity delerminatian is not applicable since Dated
Cry3Bb! is nota iving organism. 456530-03 Monsanle Company OWN Aprl 9, 2002

Bhatti, M. A ). D. Duan, C. L Pileher, C. D. Pilcher, M.
J. McKee, T. E. Nickson, G. P. Head and €. Jiang {2002).

134-23 Ecological Assessment of Nontarget Organtsms in the
885.4340 Plots of Corn Roohworm Insect Protecied Com Hybnd : Dated
Contining MON 863 Event: 2000 - 200! Ficld Trials, September 10,
Do o= 1407 $EIN A b iaten dotp e ientian i Monsanto Comp:my OWN 2002
Sindermann, A, B., J. R. Porch and H. O. Krueger (2002).
154-23 Evaluation of a Cry3Bb1 Protein Variant in an Acute
BR5.4340 Toxieity Srudy with the Earthworm in an Artificial Seil Dated
Substrate. MSL-18137. A pathogenicity determmation September 10,
is not applicable since Cry38b1 is not a living orpanisim. . Monsanto Company OWN 2002
154-24 Magpi, ¥.L. {1999}, Evaluation of the Dictary Eflects of
8R5.4180 Purified Bacitfur thunngieasis Protein 11231 on Haney
Bee Larvae, MSL-16168. A pathogenicity detennination Dated
| is nor applicahle since Cry3Bbl is not a living organism, 449043-10 Monsante Company OWN August 19, 195%
Signature _ Name and Title Date
Dennis P Ward, Ph.D. February 20, 2003
Regulatory Affairs Mgr. :
— EPA Foim 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper varsion, : Agency Internal Use Copy

¢~ Monsanto Company 00-CR-U32E-19 ' Page 15 of 49
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Form Approved QMB Na. 2070-0060

[ 2]
vEPA 'UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notles: The public reporting burden for this cotlection of informatien is estimated to average 0.25 hours per response for reglstration aclivities and 0.25_: hours per
response for reregistralion and special review activitles, including time for reading the instructions and complating the negessary forms. Send comments regarding the burden estimale or any
other aspect of this collection of Informalion, including suggastions for reducing.the burden to: Directar, QPPE Informatien Management Division (2137}, U.S. Environmenial Pretoclion Agancy,
401 M Sirest, S.W., Washington, DC 20460. Do not send the fom 1o this address,
DATA MATRIX
Date: February 20, 2003 EPA Reg. Na./Filg Symbol: 524-LEI | Page 12 of 16
Applicants/Registranr's Name & Address:
Monsanto Compdny, 600 13* Street, N.W., Suite 660, Washington, D.C. 20005 Product:  Corn Event MON 863
Ingrediont  Baciflus thuringiensis Cry3Bb1 and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 com
Guidoiine Refarenca Number Guideling Study Name MAID Number Submittar Slatus Note
Maggi, V.1 (1999). Evaluation of the Dictary E{feci(s)
154-24 of Purified Bacilius thuringiensis Protein 1123} on Adult
885.4380 Honey Bees (Apis mellifere L), MSL-16169. A
pathogenjcity determination is not applicable since Dated
Cry3Bb] is not a living organism, 449043-1] Monsanto Commpany OWN Aupgust 19, 1599
154-16
B85.4600 Not applicable; no triggers hit for tier O testing. A
pathogenjcity determination is not npplicable since
Cry3Bb1 is not & Living organism,
154-28
885.4700 Not applicable; no triggers hit for tier I 1esting. A
pathogenicity determination is not applicable since
Cry3Bbt is pot a living organism.
154.26
£85.4750 Not epplicable since com 13 not grown in an agucous
environment. A pathogenicily determination is not
applicable since CrydBbl is not 3 living organism,
Martin, LW., M.J. McKee, S. Dubelman and Y.A. Dudin
(2000). Azrobic Soil Degradation of the B.1. Protein
885.5200 11098 a5 a Component of Lnsect Protected Com, MSL- I
16440; an unpublished study conducted by Monsanto Dated
Company. 451568-04 Maonsanlo Company OWN June 20, 2000
Signature ' Name and Title Date
Dennis P. Ward, Ph.D. February 20, 20063
Regulatory Affaus Mar.
- EPA Form B570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. ' Agoncy Internat Use Copy
_>  Monsanto Company 00-CR-032E-19 Page 16 of 49
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<EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
- - 401 M Street, SW.
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

401 M Strest, 5.W. Washingion, DC 20460. Do not send the form to this address.

Paperwork Reductisn Act Notlee: The public reporting burden for this collection of information is estmated to averaga 0.25 howrs per response for registration activities and 0.2§ hours per
response for rereglstration and speclal review activities, including time for reading tho instructions and completing the necessary forms. Send commanis regarding the burden astimate or any
other aspect of this collaction of Information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmantal Prolaction Agency,

DATA MATRIX

Date: T'ebruary 20, 2003

EPA Reg. No/Fila Syinbol: 524-LEI

Paga 1) of 16

Applicant's/Reglstrant’s Name & Address:
Monsanto Company, 600 13" Swreet, N.W., Suite 660, Washington, D.C. 20005

Product:

Corn Event MON 863

Ingredlent  Baertlus thuringiensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 com

Guideline Relerenca Number Guideline Stugy Name MAID Number

Submittar

Status

MNota

Dubelman, 5., B. Ayden, M. Mueth, ). A. Warren, C.
Jiang, J. Bookoul and Y. Dudia (2002). Aercbic Sail
885.5200 : Degradalion of the Buciflus thuringiensis CryBb)
Variant Protcin Produced in Com Roohwarm Protecied
Comn Evenl MON 863, MSL-17102.

Mansanto Cormipany

OWN

Daled
Septernber 10,
2002

BB5.5300
Not applicable since com is not grown in an agueous
tnvironment.

8B5.5400 :
Noi applicable sinet com is not grown in an aqueous
environment.

Miller, Ix. (2000). Public Interest Document Supparting
the Registration and Exemption from the Requirement ol
& Tolerance for the Plani-Incorporated Proicciant,
Bocillus thuringiensir Cry38b Protein, and the Generic

Material Negessary for its Production in Com (Vectors .
FRAND I AT AL et FRAITI R AF Y ‘15029?‘01

Montanio Company

QWN

Dated
January 13, 2000

Vaughn, T, {2001). Preliminary Results of Research on
Insect Resistance Management for a Transgenic Com
Rostworm Control Product. 453484-01

Montanto Cotmpany

OWN

Dated
February 20, 200)

Signature

Name and Title
Dennis P. Ward, Ph.D
Regulatory Affairs Mpr.

Dale
February 20, 2003

EPA Form 8570-35 (9-97) Electronic and Paper varslons available. Submit cnly Paper version.

Monsanto Company 00-CR-D32E-19

Agency Internal Use Copy

Page 17 of 49
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o : _ Form Approved OMB No, 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: 401 M Street, S.W.
Washlnglon, D.C. 20460

Paperwork Reduction Act Notlco: The public raporting burdan for this collaction of informatlon [s eslimaled 10 avarage 0,25 hours per response for reglstralion activities and 0.25 hours per
response for reregisiration and special review aclivities, including time for reading the instructions and compleling lha necessary lorms. Send comments regarding the burden estimate or any
other aspect of this collection of informalion, incleding suggestions for teducing the burden o Director, OPPE Infarmalion Management Division (2137}, U.S. Environmantal Protaction Agercy,
401 M Streot, 5.W., Washington, DC 20460. Do not send lho form to Ihls address.

DATA MATRIX

Date: February 20, 2003 EPA Rog. No./Flla Symbel: 524-LEI | Pago 14 of 16

Applicant's/Fogistrant's Name & Address:

Monsanto Company, 600 13" Strect, N.W_, Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863

Ingredient Bacillus thuringiensis Cry3Bb1 and the genetic material neeessary for its production (vector ZMIR13L) in event MON 863 corn

Guidellne Reference Number Guideling Sludy Name MRID Numboer Submittor Status Note
Pilcher, C.D., LK. McFerson and D.P. Ward (2001).
Agronomic Equivalency of Corn Event MON 863 . Dated
Hybrids as Determined in Year 2000 Feld Trials. 453484-03 Monsanto Company OWN February 20, 2001
Pilcher, C.D. (2001). Efficacy of MON 863 Againat
Com Rootwurm and Comparisen to Inseclicide Dated
Treatynents ~ Results of Year 2000 Field Trials. 453613-03 Muonsanto Company OWN March 20, 2001
Administrative Materials in Suppert of the Application
for Registration of Event MON 863 Com Roatworm :
Protected Com (Vector ZMIR13ILY, EPA File Symbol ) ’ Dated
£24-LEI 454240-00 Monsanto Company QOWN May 21, 2001
Administrative Materials in Support of the Application
for Registration of Event MON 863 Com Roolwurm

" Protected Comn {Vector ZMIR13L); EPA Flle Syinbel Dated’

$24-LEI 455382.00 Monsante Company QOWN November 5, 2001
Vaughn, T.T., M. Pleau, R. Knutsan and T. Cocmbe ' '
(2001). Comparing the Efficacy of MON 853 and MON
§63 to Three Com Rootworm Species, Northern Com
Roetworm {Diabronca barber), Southern Com Dated
Eoor\.:‘oml{ﬂ. "’:_‘f:mW_'f,"m’? ’“.’,“"”.d‘}ﬂ‘f ,ﬁf_‘_'fm 455182.08 Mopnsanto Company OWN November 5, 200]

Stgnature Name and Title Date '

Dennis P. Ward, Ph.D February 20, 2003
Repulatory Affairs Mar,
EPA Farm 8570-35 (8-97) Eloctronic and Paper varsions availoble. Submit onty Paper verslon. Agency Internel Use Copy

Monsante Company 00-CR-032E-1% _ : ' Page 18 of 49
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIROCNMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burdan tor Lhis collaction of information is astimated to average 0.25 hours per rasponse ler registration activities and 0.25 hours per
rasponse for reregistration and spacial review activilies, including fima lor rcading the instructions and comploling the necessary forms. Send comments regarding the burden astimate or any
other aspact of this collaction of informalion, including suggesitons for reducing the burden to: Direclor, OPPE |nfermalion Management Division (2137}, U.S. Environmental Protection Agancy,
401 M Street, 5.W., Washington, DC 20460, Do nat sand 1he form lo this address.

¥4 £CIZT £ON7Z/07770

DATA MATRIX

Dale: February 20, 2003

Page 150l 16

Applicant's/Aegistrant's Namo & Address:
Mansanto Company, 600 13" Street, N.W., Suite 660, Washinglon, D.C. 20005

£PA Reg. No./Fila Symbol: 524-LEl

Product:  Corn Event MON 863

Ingredient Bacillus thurin

fensis Cry3Bbl and the genetic material necessary for its production {veclor ZMIR13L) in event MON 863 com

Guideline Raterence Number Guidgling Sludy Namag MRID Number Submittar Status Nota
Vaughn, T., D. Ward, I. Pershing, G. Head and 1.
McFersan [2001). An Interim Insect Resistance
Managernent Plan for Corn Event MON 863: A
Transgendc Corn Rootwarm Control Produet, MSLL- Dated
17556. 455770-01 Monsantlo Company OWN January 8, 2002
Ward, 0. P. {2002). Public Intcrest Asscsuugnt
Supporting Registration of Racitius rhuringienyis
Cry3Bb1 Protein and the Genetic Malerial (Weclor
ZMIR 13L) Necessary for its Production in Com Event Dated
MON 863, MSL-17766. : 456530-01 Mansanto Company OWN April 9, 2002
Mirchell, P. D (2002). Yield Benefit of Corm Evenl Dated
MON B&3. MSL-17782, 456530-02 Magnsanto Company OWN Aprl 9, 2002
Alston, ] M. L Hyde and M. C. Marma (2002). An Ex
Anie Analysis of the Bencfits from the Adeption of
Mansanto's Com Roaiworm Resistant Varetal
@ ) Daled
Technology - Yield Rootworm. MSL-17993. 456923.01 Monsanto Company QWN June 10, 2002
Stone, T. (1993). Administrative Matcrials in Support of
151.20 the Exemption from the Requirement of a Tolerance for Dated
Neomycin Phusphotransferase 1T as a Plant Pesticide ) November 23,
Formulation [nent Ingredient. 53-132E 430547-00 Monsanto Company OWN 1991
Signature Name and Tille Date '
Dennis P. Ward, Ph.D February 20, 2003
Regulalory Affairs Mer. -

EPA Form B570-35 {9-97) Electronic and Paper versions avallable. Submit only Paper verslon.

Monsanto Company

00-CR-032E-19

Agency Internal Use Copy

Page 19 0f 49
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" Farm Approved OMB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY |

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reponing burdon for this celteclion of information [s estimated to average 0.25 hours per rasponse for registration activities and 0.25 hours per
response for rereqistration and special review aclivitios, including tima for reading the instructions and completing the necessary farms. Send commaents regarding the burdan estimate or any
other aspect of this coltection of informatlon, Including auggestions for reducing the burden 10; Director, QPPE Information Management Division (2137), U.S. Environmenial Protection Agency,
401 M Slreat, S.W., Washington, DC 20460, Do not s5end ths form to Ihis address.

DATA MATRIX

Date: February 20, 2003 : EPA Rey. No./File Symbol; 524-LEL | Page 16of 16

Applicant's/Registranl’'s Name & Address: ’

Monsanto Company, 600 13" Strect, N.W., Suite 660, Washingion, D.C. 20005 Product: Corn Event MON 863

Ingredieni Bacillus thuringiensis Cry3Bbl.and the genclic matenal necessary for its production {vector ZMIRi3L) in event MON 863 comn

Guidsline Relorcnce Number Guideling Study Name MRID Numbar Submittar Slatus Nata
Naylor, M. W_ (1992}, Acute Oral Toxicity Study of

152-30 MNeomycin Phosphotransferase (NPTIT) in Albino Mice. Daied
ML-91-409. A pathogenicity detennination is not November 23,
applicable since Cry3Bb] is not a living organism. 430547-01 Meonsanta Company OWHN 1993
Ream, J. E. {1993). Assessment of Degradation of
Neomycin Phosphotransferase lin /n virro Mammalian

152.30 Digestion Models. IRC-91-ANA-06. A pathogenicity Dated
determination is nol applicable since Cry3Bb1 is not a November 23,
Living organism. 430933-02 Monsante Conupany DWN 1993

Literature Cited in Submission Supporting the Exemption

from the Requirement of a Tolerance for the Plant Dated
Peslicide Formulution Inent Ingredient Neomycin November 23,
Phosphoiransferasc [L 430547-02 PL - 1693
Signature Name and Title Date
’ Dennis P. Ward, Ph.D February 20, 2003
Regulatory Affairs Mgr. . . - .
EPA Form B570-35 (9-97) Electronic and Papar versions avallable, Submit only Paper version. Agency Internal Use Copy

Monsanto Company 00-CR-032E-19 Page 20 of 49
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MONSANTO

Dennis P. Werd, Ph.D. ' Monsanto Company
Regulatory Affairs Manager 700 Chesterield Pkwy West

{636} 7376631 Chesterfield, MO 683017
: ' PHONE (314) 534-1000
FAX {638} 737-5943
hitp:/fwww. monsanto.com

February 14, 2003

Janet L. Andersen, Ph.D. (7511C)

Director, Biopesticides and Potlution Prevention Division
Office of Pesticides Programs

U.S. Environmental Protection Agency

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202-4501

Subj: Monsanto acceptance of terms and conditions for registration of MON 863
Response to your letter of February 14, 2003

Dear Dr. Andersen:

Monsanto has carefully reviewed the contents of the Agency’s MON 863 Cry3Bbl Com Pre-
acceptance letter, dated February 14, 2003, and agrees to all terms and conditions set forth in
this letter. In addition, we have submitted revised labeling that conforms to the refuge
requirements as specified in said pre-acceptance letter.

As indicated, it is Monsanto's intention to submit within 60 days a petition to convert the
Cry3Bbl ime-limited tolerance exemption to a nonexpiring tolerance exemption. At the same
time we will also be submitting an application to extend the length of the registration.

Should you have any questions regarding our response please feel free to contact Dr. Russell
Schnelder in our Washington office (202-383-2866) or me directly (636-737-6631).

Dennis P. Ward, Ph.D.
Regulatory Affairs Managa-

cc: Russell Schneider, Monsanto



MONSANTO

Denmis P. Ward, Ph.D. Monsanta Comnpany
Regulatory Affairs Manager 700 Chesterfield Phwy West
(6363 737-6631 - Chesterfield. MO 63017
PHONE (314) 694-1000
FAX {636) 737-5943
hupfiwww. monsanio.com
- February 13, 2003

Document Processing Desk (APPL)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Attn:  Phillip O. Hutton, Team Leader 90

Subj: Amendment to application for registration of Corn Event MON 863
EPA File Symbol 524-LEI

Dear Mr. Hutton:

In response to a request received from Mr. Mike Mendelsohn, we are providing a revised data
matrix, label and Confidential Statement of Formula for Corn Event MON 863.

Enclosed with this submission are the following matenals:
* Application for Pesticide {EPA Form 8570-1)
¢ Certification with Respect to Citation of Data (EPA Form 8570-34)
o Data Matrix (EPA Form 8570-35)
Product label (5 copies)
¢+ Confidential attachment -

Except for the materials contained in the confidential attachment, Monsanto does not object to
placement of materials contained in this submission in the Public Docket.

Should you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (636-737-

6631). _
Sincereln,
OIS

Dennis P. Ward, Ph.D. :
Regulatory Affairs Manager

00-CR-032E-17 - l"‘g



Mr. P. Hutton
27112003
Page 2 of 49

Att:  Admindstrative materials

cc. Mike Mendelsohn, EPA /QPP/BFPPD
Russell Schneider, Monsanto

0C-CR-032E-17 .
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Please read instructions on reverse before completing form.

Form Approved. OMB No. 2070-0060. Approval Expires 2-28-95

United States

“EPA

Environmental Protection Agency
Washington, DC 20460

) OPP ldentfier
:l Registration Number
Amendment

:l Other

Application for Pesticide — Section |

1. Company/Product Number
File Symbol 524-LEI

2. EPA Product Manager 3. Proposed Classification

Phillip O. Hutton

Company/Product (Name)
Com Event MON 863

PM #

90 ﬁone D Restricted

5. Name and Address of Applicant finciude ZIP Code)
Monsanto Company
600 13" St., N.W._, Suite 660
Washington, DC 20003

D Check if this is a new address

6. Expedited Review. In accordance with FIFRA Section 3(c}3)(B)(). my
product is simifar or identical in compasition and labeling to:
EPA Reg. No.

Product Name

Section ~ Il

)
L]

Amendment — Explain below.
Resubmission in response to Agency letter dated

Notification — Explain below.

Final printed labels in response to
Agency letter dated

L]
L]
L]

“‘Me Too™ Application.

Other — Explain below.

Explanation: Use additional page{s) if necessary. {For Sectior | and Section 11.)

Submission of revised data matrix, labeling and CSF

Section -l

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging

Yes
[ Jno

Yes

[ Jno

Water Soluble Packaging

Yes
e

2. Type of Container
Metal
D Plastic
[:l Glass

* Certification must If “Yes"® No. per If “Yes" No. per D Paper
be submitted Unit Packaging-wgt. Container Package wgt. Container
D Cther

_ (Specity)
. —ocation of Net Contents Inforrnation 4. Size(s} Retail Cantainer 5. Location of Label Directions

D Labe D Containes On Label

D On Labeling accompanying product
6. Manner in Which Label is Affixed to Product D Lithograph D Other
Paper glued
D Stenciled
Section - IV

1. Contact Point {Complete itemns directly below for identification of individual to be contacled, i necessary, to process this applicatior, ]

Name Title

Russell P, Schneider

Regulatory Affairs Director

Telephora No. (Inciude Area Coda)
(202) 333-2866

Centification

! centify that the statements | have made on this form and all attachments therelo are true, accurate and complete.

| A, Date ~pplicabon

! acknowledge thal any knowingly faise or misieading staternent may be punishable by fing or imprisonment ot | Recen
both under applicable law.
: T | {Stamped)
2. Signature M& 3. Tite 1
: ~. Regulatory Affairs Manager
4. Typed Name 5. Date

Dennis P. Ward Tel. (636) 737-6631

February 13, 2003

yay

EPA Form 8570-1 {Rev. 3-94) Previous editions are obsolete.

Monsanto Company

00-CR-032E-17

White - EPA Flle Copy (original)  Yellow - Applicant Copy

Page 3 of 49



3E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S. W,
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimaled o average 1.25 hours per response for
registration and 0.25 hours per response for reregistration and special review activities, including ime for reading the instructions and completing the
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the
burden ta Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460.

Do not send the completed form (o this address.

Certification with Respect to Citation of Data

Applicant's/Registrant’s Name, Address, and Telephone Number: EPA Registration Number / File Symbol:
Monsanto Company, 600 13” Street, N.W., Washington. DC 2005 (202) 383-2866 524-LEI

Active ingredient{s) and/or representative test compound(s): 8.% Cry3Bbt and the genetic material Date:

necessary for its production (vector ZMIR13L) in event MON 863 com February 13, 2003

General Use Pattemn{s) {list all those claimed for this product using 40 CFR Part 158: Product Name:

Terrestrial field crop Corn Event MON 863

NOTE: f your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your labe!, you do not
need to submit this form. _You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

: D 1 am responding to a Data-Call-in Notice, and hava included with this form a list of companies sent offers of compensation (the Data Malrix form
shoutd be used for this purpose).

Section I: METHOD OF DATA SUPPORT (Check one method only)

I am using the cite-all method of supper, and have included with 1 arm using the sefective method of suppont {or cite-ali option under
[:] this form a list of companies set offers of compensation (the g the selective method), and have included with this form a
Data Matrix Form should be used for this purpose), compteted fist of data requirements (the Data Matrix form must be
used).

Section Il: GENERAL OFFER TQ PAY

{Required if using the cite-alt method or when using the cite-alt option under the selective method to satisfy one or more data requirements]
D 1 hereby offer and agree 10 pay compensation, to other persons, with regard to the approval of this application, 1o the extent required by FIFRA.

Section IH: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by alt data submitted or cited in
the application for registration, the form for registration, or the Data-Call-in response. In addition, if the cite-all option or cite-alt option under the selective
method is indicated in Section 1, this application is supported ty all data in the Agency’s files that (1} concemn the properties or effects of this product or
an identical or substantally similar product, one or more ¢f the ingredients in this product; and (2} is a type of data that would be required to be submitted
under the data requirements in effect on the date of approval of this application i the apptication sought the initiat registration of a product of identical or
similar composition and uses.

| certity that for each exclusive use study cited in support of this registration or reregistration, that 1 am the orginal data submitter or that | have
obtained the written permission of the original data submitter o cite that study.

I certity that lor each study cited in support of this registrtion or reregistration that is not an exclusive use study, either: (a} | am the original data
submitter; {b) | have cbtained the permission of the griginal data submitter o use the study in support of this application; (¢} all periods of eligibility for
compansation have expired for the study; {(d} the study is in the public literature; {8} | have notified in wiiting the company that submitted the stugdy and
have offered (i) to pay compensation to the extent required by sections 3(c){1){F} and/or 3{c}{2}{B) of FIFRA; and (ii} to commence negotiations to
determine the amount and terms of compensation, if any, 10 be paid for the use of the study.

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3(c){1){F} ard/er 3{c)(2}(B) of FIFRA are available and will be submitted to the Agency upon request. Should | faif o produce
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in
confomity with FIFRA.

.

| certity that the statements | have made on thls form and ali attachments to it are frue, accurate, and complete. | acknowledge that any
knowingly faise of mlsleadlng statement :;gay_bg punishabie by fine or imprisonment of both under the applicable law.

Signature Date Typed or Printed Name and Title
February 13, 2003 Dennis P, Ward, Regulatory Affairs

Manager

EPA Fonm 8570-34 (9-97) Electronic and Paper Versions available. Submit only Paper version. l {

Monsanto Company 00-CR-032E-17 - _ Page 4 of 49
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SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paparwork Reductlon Act Notice: Tha public reporting burder for this coftection of infermation Is estimated to average 0.25 hours per rasponss for registration activities and 0.25 hours par
response for raregisiration and special review activitles, Including time for reading the Instruetions and completing the necessary forms. Send comments regarding the burden astimate or any
ather aspect of this collection of information, including suggastions for reducing the burden to: Diractor, OPPE Information Managemaent Division (2137), U.S. Environmantal Protection Agency,
401 M Strest, S.W., Washington, DC 20460, Do not send the lorm to this address.

DATA MATRIX

Date: February 13, 2003

EPA Reg. No./Fila Symbol: 524-LEL | Page | of 16

Applicant's/Registrant’s Name & Addross:
Monsanto Company. 600 13" Street. N.W., Suite 660, Washington, D.C. 20005

Product:

Corm Eveht MON 863

Ingrediant _ Bacillus thuringiensis Cry3Bb! and the genetic material (vector ZMIR E3L) necessary for its production in event MON 863 corn
Guldeline Relerence Number Guideline Study Name MRAID Number Submitter Status Note
Administretive Materigls for Amendment of Application
151-20, 1521, E51-25 to Repistrater of a Bacillus thuringiensis Cry3Bb) Protein
8851100 and the Genetic Matena} {Vegior ZMIREIL) Necessary
885,1200 for its Production in Com Event MON 863, EPA File Dated
885.1500 Symbot LEI-524 455770-00 Monsanle Company OWN January 8, 2002
Holleschak, G., R.E. Hileman and 1.D. Astwood (2001}
151-20, 1534 Immuno-detectabitity of NPTH Protcin in the Grain of
885.1100 Insect Protected Com Event MON B3 After Heat
8852200 Treatment. MSE-17300; an unpublished study Dated
conducled by Monsanto Company. 45538209 Monserio Company OWN Nevember 5, 2001
151-20, 15121, 151-22, 151-26 Caveto, T.A., E.C, Rigden, D.W, Mitanck and R.P.
885.1100 Lirette (2001). Amended Repon for MSE- 16505:
B8S. 1200 Molecular Analysis of Corn Event MON B63. MSL-
BRS.1300 17152; an unpublished study conducted by Monsanto Dated
885.2100 Compatry, ) 454240-02 Muonsanto Company QWN May 21, 2001
Hotleschak, G., R.E. Hileman and )., Astwood (2001 ).
| 4 Amended Repon for MSL.16597: immunodelectability
15 ‘206(‘}53* of Cry3Bb1.11098 and Cry3Bbi,11231 Proteins in the
ggg;;{){} Grain of Insect Protected Cont Eveirts MON 863 and Dated
: MON 853 Afler Hesl T 1. MSL-1722
- e I 454240-07 Monsinto Company OWN May 21, 2001
udin, Y.A., B-P. Tonnu, L.I. Albee and R.P. Lirette
;g;f%-‘;;ﬂ;ﬁ* [$1-26. t (2001). Amended Report for MSL-16559: A.1,
885-2‘;00- -1300. Cry3Bb1.11098 and NPT Protein Levels in Sample
885.2400 TFissue Collected fram Corn Event MON 861 Grown in Dated
: 1999 Fiel Is. MSL-iVi8IL blished stud
885.2500 -4 i,?:?f'*imwn o150 an unpublished study 454240-01 Monsanto Company OWN May 21, 2001
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 13, 2003
Regulatery Affairs Mar.

EPA Form 8570-35 (9-97) Electronic and Paper verslons avanable. Submit only Paper verslan,

Meonsanto Company

00-CR-032E-17

Agency internal Use Copy
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n ' Farm Approved OMB No. 2070-0060
VE PA _ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, 5.W,
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information Is estimated to average 0.25 hours per responsa for registration activitles and 0.25 hours per
response tor reregistration and special review activities, including time for reading the instructions and completing tha necessary forms. Send comments regarding the burden estimate or any
cther aspact of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Manageman! Division (2137}, U.S. Environmental Protection Agency,
401 M Street, 5.W., Washington, DC 20460. Do nol send the form to this address.

DATA MATRIX

Date: February 13, 2003 EPA Reg. No./Fila Symbol: 524-LEI | Page 2of 16
Applicant's/Registrant’s Name & Addrass: : .
Monsanto Company, 600 13" Sircet, N.W., Suite 660, Washingion, D.C. 20005 Product:  Corn Event MON 863
ingradient  Bacilfut thuringiensis Cry3Bbl and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guldsline Reference Number Guidsling Study Name MRID Numbar Submitier Status Nola
Adminisirative Materials in Support of the Registration of .
2 Bucillus thuringiensis Cry3Bb Protein and the Genelic
;5 I',“ Maierial (Vector ZMIR13L) Necessary for its Production
85.2100 in Com: and Amendment of the Previous Request for Dated
jon f . a
Exemplion from the Requirement of a Tolernuce, 451568-00 Monsanto Company OWN Jung 20, 2000
Petiticn from the Requirement of a Tolerance for Baeiflus h
thuringiensis Cryl, Cry2, and Cry3 Classes of Prolcing
151-26 and the Genetic Material Neeessary for the Production of
8852100 These Proteins In or On All Rew Agricultural Dated
s W Pesticide Acti
Commoditics When used as Plant-Pesticide Active PP 7F4888 Monsanto Company OWN June 24, 1997
Pilacinski, W. P. and M. W. Taylor {1999}
Adminisirative Materials in Support of the Registration of
15126 the Plant-Expressed Prolectant Bacilus thuringiensis
885.2100 Com Rootwarm Control Protein, as Produced in the Com Dated
Z g, LY, he A d he Previous
(Zea mays, [), and the Amenfment L6 the Previous 44904300 Monsanto Company OWN August 19, 1999
151.26 Hileman, R.E. and }.D. Astwood (2001). Additional
B85.2100 Characterization of the Cry3Bh| Protein Produced in
Com Event MON B63. MSL-17137; an unpublished Dated
sludy conducied by Monsanio Company. 454240-10 Mansanto Company OWN May 21, 200
Thoma, R.5., G. Holleschak, R.E. Hilemzn and ).D.
Astwood (2001). Primary Structural Protein
131-26 Characierizalion of Com Event MON 863
885.2100 Cry3Bbl.11098 Proiein Using N-lerminal Sequencing Dared
A Ti I Flight Mass § ic.
itehh::nﬂfl :::f o, . :ﬁ_ln a:s P.cc:_m?iﬂ:f 454240-11 Monsanlo Company OWN May 21, 2001
Signature - Name and Title Date
Dennis P. Ward, Ph.D. February 13, 2003
Regulatory Affairs Mpr.
EPA Form B570-35 (9-57) Electronle and Paper versions available. Submit only Paper version. Agency Intarnal Use Copy

Monsanto Company 00-CR-032E-17 . Page 6 of 49



SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for ragistration activities and .25 hours par
rasponse ltor reregistration and speclal review activilies, including tima for reading the Instructions and completing the necessary korms. Send commants regarding the burden estimate or any
other aspect of this collection of Informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Divislon (2137), U.S. Environmental Pratection Agancy,
401 M Sireet, 5.W. Washington, DC 20460. Da not send the torm to this address.

DATA MATRIX

Date: February 13, 2003 EPA Reg. No./File Symbol; 524-LEI | Page 3 of 16
Applicant’s/Regisirant’s Name & Address:
Monsanto Company. 600 13 Street, N.W., Suite 660, Washingion, D.C. 20005 Produgt: Corn Event MON 863
tngredient Bacillus thuringiensis Cry3Bbl and the genetic material (vector ZMIR | 3L) necessary for its production in event MON 863 corn
Guideline Relerance Number Guldeling Study Name MRID Number Submitter Status Note
Hileman, R.E., G, Holleschak, LA, Turner, R.S. Thoma,
15126 C.R. Brown and J.D. Asiwood (2001). Characierization
385-2 100 and Equivalence of the Cry3Bbl Protein Produced by E.
’ coli Fermentation and Com Event MON 863, MSL- Dated
17274; blished study conducted by Monsant ©
(< 1% B URPIBTIsheE stucy conducted by Monsanto 455382-01 Monsanto Company OWN November 5, 2001
Hileman, R.E.. E.A. Rice, R.E. Goodman and 1.D.
Astwood (2001). Bioinformatics Evalualion of the
151-36 Cry3Bb1 Protein Produced in Com Event MON 863
885.2200 Utilizing Allergen, Toxin &nd Public Domain Protein Dated
Databases. MSL-17140; an unpublished study conducted 454240-08 Monsanto Company OWN May 21, 2001
153-4
8852250 Not applicable since feed residues of Cry3Bb| proiein are
not of toxicological concemn and there is no requirement
for o tolerance in animal yissues,
151-25 D. Kalwyck, B-P. Tonnu, Y. A. Dudin, T. Ploesser and K.
885.2300 Guslafson (2001} Validated Meihod for Extraction and
Direct ELISA Analysis of Cry3Bbl in Com Grain. An Dated
unpublished report prepared by Monsanio Company. 45373101 Monsanto Company OWN April 7, 2001
151.2%
885.2150
Not applicable since there is no need for 8 Cry3Bhl
Wlerunce in animal lissues.
Signature MName and Title Date
Dennis P. Ward, Ph.D, February 13, 2003
Regulatory Affairs Mgr. )

EPA Form B570-35 (8-97) Elactronic and Paper varslons available. Submit only Paper version,

Monsanto Company

00-CR-032E-17

Agency Intarnal Use Copy

Page 7 of 49
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- ) Form Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Heductlon Act Notlce: The public reporting burden for this collection of infarmation is estimated to avarage 0.25 hours per response far reglstration activities and 0.25 hours par
response for reregistration and special review activities, including time for reading the instructions and completing the necessary larms. Send comments regarding the burden estimata or any
other aspect of this collection of Information, Inciuding suggestions for reducing the burden to: Directer, OPPE Information Managament Division {2137), U.S. Environmental Protgction Agency,
401 M Street, 5.W., Washington, DC 20460, Do not send tha form to this address.

DATA MATRIX

Date: February 13, 2003 : EPA Reg. No./File Symbal: 524-LEI | Page 4of 16
Applicant's/Regisirant’s Name & Addrass: .
Monsanio Company,-600 13™ Street, N.W., Suite 660, Washington, D.C. 20005 .Product:  Corn Event MON 863
Ingredient Bacitlus thuringiensis Cry3Bb1 and the genctic material (vector ZMIR |3L) necessary for its production in event MON 863 corn
Guideling Relgrence Number Guideline Study Nama MRID Number Submitter Status Nate
151-27
885.2400 Storage stability data will be submitted as part of the

independent laboratory methed validation work that is

onpaing,

Dudin, Y.A., B-P. Tonnu, L.D. Albee and R.P. Lirctte

(2001). Amended Repont for MSL-16559: f.1.
153-4 Cry3Bb1.11098 and NPT Protein Levels in Sample
885.2500 Tissue Collected from Com Event MON 863 Grown in Dated

. . . a

]99? H.:IPIT.IS’ MSer{I'lfnlj;in unpublished study 454240-01 Monsantg Company OWN May 21, 2001
1534
885.2550

Not applicable since there is no teed for a Cry3Bbl

tolerance in animal lissues.
153-4
885.2600

Not applicable since there are not expected 10 be any

valer residues of toxicological conceni.
1534 McKee, M), (2001) Blucgill Dictary Toxicity Study for
BB5.2600 the Bacillus thuringfensis CryJb) Preicin Vanant: A

Waiver Request. MSL-17382; an analysis conducied by Dated

- | Monsarto Zoripany. 455382-00 Monsanlo Company OWN November 5, 2001
Signawrz : Name and Title Date
Dennis P. Ward, Ph.D. February 13, 2003
Repulatory Affairs Mgr.
EPA Form 8570-35 {9-97) Electronic and Papsr verslons available. Submit only Papar version. Agency Internal Use Copy

Monsanto Company 00-CR-032E-17 . Page 8 of 49
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o~ . Form Approved OMB No. 2070-0060
“E PA ~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

: 401 M Street, S.W,
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The pubiic reporting burden for this collection of information Is estimalad to average 0.25 hours per responsa for ragistration activities and 0.25 haurs per
response for rerpgistration and special review aclivities, including time for reading tha instructions and completing the necessary torms. Send commants regarding the burden estimate or any
ather aspact of this collection of information, including suggestions for reducing the burdan to: Directar, OPPE Information Managoment Divislon {2137}, U.S. Environmenlal Protection Agancy,
401 M Slicet, 5. W., Washington OC 20480, Do not send the farm 1o this address.

DATA MATRIX

Date: February 13, 2003 : EPA Reg. No./File Symbol: 524-LEI | Page 5ol 16

Applicant's/Registrant's Name & Address:

Monsanto Cotnpany, 600 13" Street, N.W., Suite 660, Washiogton, D.C. 20005 Product:  Corn Event MON 863

Ingrediant Baciltus thuringiensis Cry3Bbl and the genetic material {vector ZMIR13L) necessary for its production in event MON B63 corn

Guideline Refsrence Number Guldeling Study Name MRID Number . Submitter Stalus Note
Astwood, J.D., R.E. Hileman, M.J. McKee, T.J. Rydel,

152-30 J.W, Seale and L. English {2001). Safely Assessment of

885.3050 Cry3Bbl Variants in Corn Roatwaorm Protected Corn.
MSL-17225; an unpublished analysis prepared by Dated
Monsante Comnpany. 454240-09 Monsanlo Company OWN May 21, 2001
Bonnetie, K.L and P.D. Pyla (2001). An Acute Oral

152-30 Toxicity Study in Mice with £. cofi Produced

§85.3050 Cry3Bbl. | 1098{Q349R) Protein, Amended Final Report.

B85.4150 MSL-17382; an unpublished study conducted for . Daled
Monsante Company. 455382-02 Monsanto Company OWN November 5, 2001
Leach, J.N., R.E, Hileman and J.D. Astwood (2001).

152-30 Assessment of the in vitre Digestibility of Cry3Bbl

8¥5.3050 Protein Purified from Com Event MON 8563 and '
Cry3Bh! Protein Punified from £ cofi. MSIL-17292; an Dated
unpublished study conducted by Monsanto Company. 455382-03 Monsanto Company OWN November §, 2001
Hilernan, R.E., J.N. lLeach and 1.1, Astwood (2001),

152-30 Assessment of the in vitre Digestibility of

8853050 CryIbBb]. 1 1098(Q349R) Protein in Simulated [niestinal
Fluid. MSL-17530; an unpublished study conducted by ' Dated

I Monsanto Company 455770-02 Monsanto Company OWN January B, 2002
| .

152-31 N

152-34 . . . :

15235 Nol applicable since CrydBb1 (s a plant-incorporated

885.3100 active ingredient, is present al low levels, and there is

" liule oapeturity for dermal or acular contacl.
Signatu.e Naine and Title Date
' ' Dennis P, Ward, Ph.D. February 13, 2003
Repulatory Affairs Mer.
EPA Form 8570-35 (8-87) Elactronlc and Paper verslons available. Submit onty Paper vorsian, Agency Internal Use Copy

Maonsanto Company 00-CR-032E-17 Page 9 of 49



P Form Approved OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 204560

Paperwork Reduction Act Notice: The pubrfc raporting burden for this collaction of informalion is estimated lo average 0.25 hours per response for regisiration aciivilies and £.25 hours per
rasponse for reregistration and speciat review activities, Including time for reading the instructions and complating the necaessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of Information, inctuding suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmsntat Protagtion Agengy,

401 M Street, S.W., Washinglon, DC 20460. Do not send the form to lhis address.
DATA MATRIX

Date: February 13, 2003 : EPA Reg. No./File Symbol; 524-LEl | Page 6of 16
Appilcant's/Ragistrant's Name & Address:
Monsanto Company. 600 13" Street, N.W ., Suite 660, Washington, D.C. 20005 Proguct:  Corn Event MON 863
Ingredient Bacitlus thiringiensis Cry3Bb! and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guidseline Refargnce Number Guideline Study Name MRID Number . _Submitter Status Note
152.32
B85.3150 Nol applicable since Cry3BbI is & planl-incorporated
active ingredicnt, is present ot low levels, and there is
tittle opportunity for human inhalalion expaosure.
152-33
8853200
Not appticable since Cry3Bb! protein is ngither infective
nor pathogenic.
152-37
152.38 There are no documented repons of hypersensitivity
8853400 reactions to H¢ micrabial formulations or proleins,
MceClintock ef al., (1995} Pestic, Sci. 45:95-105, PL
152-39
885.3500
Mot spplicable since Cry3Bb! is not a virus.
15242 -
885.3600 Not applicable since Cry3Bb{ is plant-incorporated, is
present &l low levels in com grain, and is rpidly
degradged in th= digestive tracks of inanymals,
Signature Name and Title Date
— : Dennis P. Ward, Ph.D. February 13, 2003
Regulatory Affairs Mgr
EPA Form B570-35 (8-97) Elactronic and Paper versions avatlable. Submit anly Paper version. Agency Internal Usa Copy

Monsanto Company 00-CR-D32E-17 _ ' Page 10 of 49
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o Form Approved OMB No. 2070-0060
o EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Papearwork Reduction Act Notice: The public reporting burden for this colisction of information is estimated to avarage 0.25 hours par rasponsa far raglstration activities and 0.25 hours per
rasponse for reregistration and speclel review activities, including time for reading ths instruetions and completing the nocessary forms. Send comments regarding the burden estimate er any
othar aspect of this collection of information, Inciuding suggsstions for raducing tha burdan to: Dlraclor, OPPE Information Managomant Divislon (2137), U.S. Environmental Protection Agency,
401 M Streat, S.W. Washington, DG 20460, Do net send the form to this address.

DATA MATRIX
Date: February 13, 2003 : EPA Reg. No./Fila Symbel: 524-LEI | Page 7of 1§
Applicant's/Regislrant's Name & Address:
Mensanto Company, 600 3" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredient Bacillus thuringiensis Cry3Bbl and the genetic material {vector ZMIR13L) necessary for its production in cvent MON 863 corn
Guidaline Raferance Number Guldaline Study Name ' MRID Number . Submlitter Status Nota
885.3650 Nat applicable since Cry3Bbd1 is plant-incorporated, is
present nt low levels in comn grain, and is rapidly
depraded in the digestive trecks of mammals,
Gallagher, 5.P., J. Grimes and J.B. Beavers (1999).
154-16 Bacifus thuringiensis Protein 11231 in Com Grain: A
885.4050 Dietary Toxicity Study with the Nurthemn Bobwhite,
MSL-16161; an unpublished study conducied for Dated
Monsanlo Company. 449043-15 Monsanto Company OWN August 19, 1999
154-17
885.4100 Not applicable since Cry3Bbl is a plant-incarporated

aclive ingredient, is present at low levels, and there is
lit/e epportunity for avian inhalation exposure.

154-18 Not applicable since there is no reason 1o suspect that
BBS.4150 wild mammals would be any more sensitive to CryBb!
than laboratory mammals, Mammals do not possess Cry
protein receplars.

154-19 ta, M.H. and E H. Rcbinson (1995). Evaluation of Insect

885.4200 Protecied Com Lines MON 853 and MON 859 as a Feed :
Ingredient for Catlish. MSL-16164; an unpublished . Dated
} study condveted for Monsanio Company. 449043-19 Monsanio Company OWN August 19, 1999
Signatur~ Name and Title Date
Dennis P, Ward, Ph.D.. February 13, 2003
Regulatory Affairs Mgr.
EPA Form 8570-35 {9-97) Electronic and Paper verslons available, Submit only Paper varslon. Agency Internal Use Copy

\J\Ionsanlo Company 00-CR-032E-17 Page 1] of 49




GEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response Yor registration activities and 0.25 hours par
rasponse for reregistration and special review activities, Including time for reading the instructions and completing the nacessary forms. Send comments regarding the burden estimate or any
othar aspact of this cottection of information, including suggestions for reducing the burden to: Director, OPPE information Managemasnt Diviston (2137), U.S. Environmental Protaction Agency,
401 M Strest, 5. W., Washingion, DC 20460, Do not send tha form to this address. ' .

DATA MATRIX
Date: February 13, 2003 EPA Reg. No./Fila Symbot: 524-LE! | PageBof i6
Applicant's/Registrant's Name & Address: .
Monsanto Company, 660 13" Street, N.W_, Suite 660, Washington, D.C, 20005 Product:  Corn Event MON 863
tngredient Bacitlus thuringiensis Cry3Bb| and the genctic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guidetine Reference Number Guldeling Study Nams MAIS Number __Submitter Status Nota
Drouar, K.R. and H.O. Krueger (1999}, Brcillus
154-20 thuringiensir Protein 11098 in Com Pollen: 48-flour
885.4240 Siatic Renewal Acuie Toxicily Test with the Cladoceran
(Daphnia megna). MSL-15988; an unpublished study Dated
conducted for Monsanto Company. 44904 3-18 Monsanto Company OWN Aupust 15, 1998
154.21
885.4280 :
Noi applicable since com is not grown in close proximity
10 estuaning Of maring environInents.
154-22
BBS 4300
Not applicabte since Cry3Bbi is prant-incorpernted and
not ‘applied” to crops,
Patmer, 8.1, and H.O, Krueger (1999}, Hanitius
154.23 thuringiensis Prolein 112310 Dictary Toxicity Study with
§85.4340 the Ladybird Beelle {Hippudamia convergens). MSL-
16166; an unpublished study conducied for Monsanio Dated
i { ompany, 449043-14 Monsanto Company DWh August 19, 1999
toxter, K.A., 8.2, Palmer and H.O, Krueger {1999).
154.23 Lacillus thuringiensis Protein 11231 An Acute Toxicity
885.4340 Study with Earthworm in an Anificial Soit Substrate,
MSL-16162. an unpuhlished sivdy conducted for Dated
e Aonsunio Company, 449043-16 Monsanto Company OWN August 19, 1999
Signatura Name and Title Date
Dennis P. Ward, Ph.D, February 13, 2003
Regulatory Affairs Mar.

EPA Form 8570-35 {8-97) Etectronic and Papar versions avallabie. Submit only Paper varsion.

Mensanto Company

00-CR-032E-17

Agency Internal Use Copy

Page 12 of 49




LS

= Form Approved OMB No. 2070-0060
wEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washlngton, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this callection of information Is estimated to avarags 0.25 hours pser respansa for registration activities and 0.25 hours per
response for reragistration and speclal review activitias, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of Information, Including suggeslions for reducing tha burden to: Director, OPPE Intormation Managament Divislon (2137), U.S. Environmantal Protection Agency,
401 M Street, S.W. Washinglon, DC 20460, Do not sand the torm to this addrass.

DATA MATRIX

Date: February 13, 2003 ’ EPA Rag. No./Fila Symbol: 524-LEI | PagaSof 16

Applicant's/Registrant's Name & Address:

Monsanto Company. 600 .13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863

Ingredient _ Baciflus thuringiensis Cry3Bb1 and the genetic material (vector ZMIR[3L) necessary for its production in event MON 863 corn

Guideline Raferance Number Guidaling Study Nama MRID Number . Submitigr Status ' Notg
Teixeira, [, (1999}, Assessment of Chronic Toxicity of

154-23 Corn Tissue Containing the Bacifius thuringiensis

#85.4340 Prowein 11098 to Collembola (Falseomia candida). MSL-
15988, an unpublished study conducted for Mansanto Dated
Company. 449043-17 Monsanto Campany OWN August 19, 1999

154-23 Palmer, 8.J, and H.O. Krugger {[999), Hacilfus

885.4340 thuringiensis Protein 11231 A Dictary Study with Green
Lacewing Larvae (Chrysopertu carnea). MSL-16165; an Dated
unpublished study conducted for Monsanto Company. 44504312 Monsanto Company OWN August 19, 1999
Paliner, 8.), and H.O. Krueger {1999). Bacilfus

154-23 thuringiensis Prolein 11231: A Dictary Study with the

885.4340 Parasitic Hymenopiera {Nasonia vitripennis). MSL-
16167; an unpublished study cenducted for Monsanto Dated
Company. 449043-13 Monsanto Company OWN August 19, 1999

154-23 Head, G. (2001}, Research on the Effecis of Corn

885.4340 Rootwarm Protected Transgenic Com Events on
Nontarget Grganisms: Preliminary Resulls. An Dated
rnpublished report prepared by Monsanto Company. 453484-02 Monsanlo Company OWN February 20, 2001

Jwan, 1), G, Head, M. McKee and T.E. Nickson (200]).
Lietary Effects of Transgenic Baciitus thuringiensis (B1)

;;::;40 Com Pellen Expressing a Variant of CrydBbI Protein on
: Adults of the Ladybird Eccllc. Culeumegilty macutota, Dated
, MS) -1#936" an unpublished study conducted by 45361301 Meonsanto Company OWN March 20, 200!
Signatir= Name and Title Date
'- Dennis P. Ward, Ph.D. February 13, 2003
Repulatory Affairs Mgr.
EPA Form B570-35 {8-87) Electronlc and Paper varsions avaliable. Submit only Paper version. Agency Interna! Use Copy

Monsanto Company (Q0-CR-032E-17 Page 13 of 49




251

SEPA

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, SW.
Washington, D.C. 20460

Form Approved OMB No, 2070-0060

Paperwork Reduction Act Notlca: The public reporting burden for this collection of information is estimated to average 0.25 hours par response for registration activities and 4.25 hours per
response for reregistration and special review activities, including time for reading tha instructions and completing the necessary forms. Send comments regarding the burden estimate or any
olher aspect of this collection of informalion, including suggestions for reducing the burden to: Director, OPPE Information Managemant Division {2137), U.S. Environmental Protection Agency.,
401 M Strest, S.W., Washington, OC 20460. Do not send tha form to this address,

DATA MATRIX

Dennis P. Ward, Ph.D.
Regulatory Affairs Mgr.

February 13, 2003

Datg: February 13, 2003 EPA Reg. No/Flle Symbol: 524-LEI | Paga 100l 16
Applicant's/Ragisirant's Name & Address: !
Monsantoe Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredlent  Bacillus thuringiensis Cry3Bbi and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guidsline Reference Number Guideling Study Name MRID Mumber Submitter Status Note
Bryan, R.L., 1.R. Porch and H.O, Krueger (2001},
154-23 Dietary Effects of Transgenic BT Corn Pollen Expressing
885.4340 a Vanant of Cry3Bb1 Protein on the Ladybird Beetle,
Hippodaniia convergens. MSL-17171; an unpublished Dated
study conducted for Monsanto Cornpany. 453613-02 Monsanto Company OWN March 20, 2001
Bhatti, M.A,, C.L. Pilcher, M.J. McKes, T.E. Nickson,
154-21 G.P. Head and C.ID, Pilcher (2001). Field Evaluation for
885.4340 the Ecological Impact of Com Rootworm Insegl-Pralected .
Com on Non-Target Organisms. MSL-17179; an ] Dated
unpublished sludy conducted by Monsanlo Company, 455182-06 Monsanto Company QOWN November 5, 2001
Duan, 1LJ,, M.J. McKee and T.E, Nickson (2001 ).
2 Diclary Effects of Tmnsgenic Bacilfus thuringiensis (Br)
134-23 Comn Polten Expressing a Variant of Cry3Bbl Prolein on
885.4340 Larvae of the Ladybird Beetle, Coleomegifla maculata, Dated
MSL-16907; blished stud ducted b .
. - an unpublished siudy conducted by 455382-04 Monsanto Company OWN November 5, 2001
Sears. M. and M. Manila {2002). Dewermination of the
154.23 Toxicily of Com Pollen Expressing a Cry3Bb1 Variant
§85.4340 Protein to First Instar Monarch Butterfly Larvae (Danus
plexippus) via Laboralory Bioassay. MSL-17235; an Daled
. Jupublished study conducted for Monsanto Company. 455382-05 Mgnsanto Company OWN November 5, 2001
154-23 *:ad. G., M. Plean, §. Sivausupramanian and T. Vaughn
B85.4340 (2001). Insecticidal Spectrum of Activity for CryMib N
Protein in vitre. CINTO; an unpublished siudy Dated
e )_conduiiud by Monsanto Company, - 45538207 Monszanto Company QOWN November 5, 2001
Signatu,e Name and Title Date

EPA Form 8570-35 {9-97) Elsectronic and Papar verslons available. Submit only Paper version.

Monsanto Company

00-CR-032E-17

Agancy Intarnal Use Capy
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2 ) Form Approved OMB No. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
: 401 M Street, S.W. .
Washington, D.C. 20460

Paparwork Reductlon Act Notlee: The publlic reporting burdan for this collection of information is estimated to average 0.25 hours per respense for registration activilies and .25 hours per
rasponsa for raragistration and special review activitias, Including time for reading the Instructions and completing the necessary forms. Send commants ragarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Divislen {2137}, U.S5. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form 1o this addrass.

DATA MATRIX

Date: February 13, 2003 : EPA Rog. No./Flle Symbol: 524-LEI | Page 1 of 16

Applicant's/Hegistran’'s Name & Address:

Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863

Ingredient Bacillus thuringiensis Cry3Bb1 and the genctic material (vector ZMIR13L) necessary for its production in event MON 863 corn

Guideline Reference Number Guideling Study Nama MRID Number Submitier Status Nots
Duan, J.J., M, ). McKee, G. Head and C.R. Brown

154-23 (2002). Endangered Species Tmpact Assessment lor

885.4340 Cry3Bb! Protein in Transgenic Com Event MON 863,
MSL-17614; an unpublished assessient prepared by ' Dated
Monsonto Company ) 455770-03 Maonsante Company “OWN January B, 2002

154-23 Head, G. (2002}, Research on the Effecis of Com

§85.4340 | Rootworm Protected Transgenic Corn Events on
Nonwrget Organisms: Preliminary Results. An Dated
unpublished report prepared by Monsanto Company. 456530-03 Monsanto Company OWN April 9, 2002

Bhatti, M. A., ). D. Duan, C. L. Pilcher, C. D. Pilcher, M.
). McKee, T. E. Nickson, G. P. Head and C, Jiang {2002).

51358:_2; Ecological Assessment of Nontarget Organisms in the Dated
4340 Plots of Com Rootworm Insect Protected Com Hybrid Sent a;‘ 10
Containing MON 863 Event: 2000 - 2001 Ficld Trials. eptember 14,
Donap €1 17801 nn_yanu hlichad sy rendiesad b Munsanto Company OWN 2002
Sindermann, A. B., ). R. Porch and H. Q. Krucger (2002).
154-23 Evaluation of o Cry3Bbi Protein Varianl in an Acute
885.4340 Toxicity Swudy with the Earthworm in an Artifictal Soil Dated
Substrate. MSL-18137, an unpublished study conducied : September 10,
for Mensanlo Company. Monsanie Company OWN 2002
154-24 1 Maggi, V.. {1999). Evaluation of the Dietary Effects of
B85.4380 Purified Bucifius thuringiensis Protein 11231 on Honcy }
' Hee Larvae. MSL-161068; an unpublished study Dated
_  concusted fe Monsanto Company. 445043- 10 Meonsanle Company OWN August 12, 1999
Signatre Name and Title Date
' Dennis P. Ward, Ph.D, February (3, 2003
Regulatory Affairs Mar.
EPA Form 8570-35 {9-87) Electronic and Papaer varsions avallable. Submll onty Paper varsion. Agency Internal Use Copy
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
tesponse for reregistration and speclal review activilies, including time for reading the instructions and completing the necessary farms. Send comments ragarding tha burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protaction Agency,
401 M Street, S.W., Washington, DC 20460. Co not send the form to this address.

DATA MATRIX

Date: February 13, 2003

EPA Aeg. No./File Symbol: 524-LEI

Page 12 of 16

Applicant's/Registrant'’s Name & Address:
Monsanto Company, 600 13

Street, N.W., Suite 660, Washington, D.C. 20005

Product: Carn Event MON 863

Ingredient ~ Bacillus thurin

viensis Cry3Bbl and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn

Guideline Reference Number Guideline Study Name MRID Numbar Submitter Stalus Nota
154-29 - Maggi. ¥.L. (199%). Evaluation ol the Dictary Eifeci(s)
B85.4380 of Purified Baciflus tiringiensis Protein 11231 on Adull
Honey Bees {Apis melfifera 1.). MSL-16169; an Dated
unpublished study conducted for Monsanio Company. 449043-11 Mansanto Company OWN August 19, 1999
154-26
8B5.4600
No1 applicable: no triggers hit for tier 1] 1esting.
154-28
885.4700
Not applicable; no trigpers hit for tier 111 testing.
154-29
885.4750
Not applicable since com is nel grown in an aqueous
envjronmenil.
Martin, JW., M), McKee, $. Dubelman and ¥_A. Dudin
(2000). Aerobic Soil Degratlation of the B.1. Protein
B85.5200 11098 as a Component of Insect Protecied Comn. MSEL- '
16440 nn unpublished siudy conducied by Monsanio . Dated
Company. 451568-04 Monsanto Company OWN lune 20, 2000
Signature Name and Title Date
Dennis P, Ward, Ph.DD, February 13, 2003
Regulatory Affairs Mpr.

EPA Form B570-35 {9-97) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company

00-CR-032E-17

Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, 5.W.

Washington, D.C. 20460

Form Approved OMB Ne. 2070-0060

Paperwork Reduction Act Notlee: The public reporting burden for this collection of infarmalion is eslimated to average 0.25 hours per response for raglstration activities and 0.25 hours per
response for reregistration and spacial review activities, Including time for reading the Instructions and completing the necessary forms. Send commaents regarding the burden estimate or any
other aspact of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agancy,
401 M Stroet, 8. W.. Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: February 13, 2003

Page 13 of 16

Applicant's/Aegislrant's Namo & Address:
Monsanto Company. 600 13" Sireet, N.W., Suite 660, Washinglon, D.C. 20005

Product:

EPA Reg. No./Flla Symbol: 524-LEI

Corn Event MON 863

Ingredient Bacillus thuringiensis Cry3Bbl and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn

Guidaline Relarenca Number

Guldsling Study Name

MRID Numbear

Submittar

Status

Note

BE5.5200

Dubelman, 8., B. Ayden, M. Mucth, J. A, Warren, C,
liang, J. Bookout and Y. Dudin (2002). Acerobic Soil
Degradation of the Bacillus thuringiensis CryiBh!
Varant Protein Produced in Com Rootwornmn Prolected
Com Evenl MON 863, MSL-17102, an unpublished

st monnylyein A by AMmpanntn T mengng

Monsanto Cempany

OWN

Dated
Seplember 10,
2002

B85.5300

Not applicable since corn is nol grown in an aqueous
environmeni.

885.5400

Not applicable since comn is not grown in an aqueous
cAvironment.

Miller, D. (2000). Public Interest Document Supporting
the Registration and Exemption lrein the Requirement of
4 Tolerance for the Plant-Incorporated Protectant,
Bacittus thuringiensis Cry3lib Protein, and the Genelic

Malerial Necessary lor its Production in Com (Yectors
Ll AR FRAID T ond PRANZLAY Y

45(287.01

Maonsanlo Company

OWN

Dated
Jonuary 13, 2000

Yaughn, T.(2001). Preliminary Results of Research on
Insect Resistance Managemeni for a Tronsgenic Comn
Reootwoerm Control Product. An unpublished repon

J prepaied by Wonsanto Company.

453484-01

Monsanto Company

OWN

Dated
February 20, 2001

Signature

Name and Title
Dennis P. Ward, Ph.D

Regulatory Affairs Mar. )

Date

February 13, 2003

EPA Farm 8570-35 {8-97) Electronlc and Paper varsions available. Submit only Paper version,

Monsanto Company

{J0-CR-032E-17

Agency Internal Use Copy
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" Form Appraved OMB No. 2070-0060
“E PA _ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
Washl%ton D.C. 20460

Paperwork Reductlon Act Notice: The public reponing burden lor this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and speclal revlew activitles, including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimata or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Intormation Managemaent Divislon {2137), U.S. Environmental Protection Agancy,
401 M Sireget, 5.W., Washingion, DC 20460. Do not send 1he form to this address.

DATA MATRIX
Date: February 13, 2003 ' EPA Reg. No./Fila Symbol: 524-LEI { Page 140f 16
Applicant's/Registrant’s Name & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredignt Bacillus thuringiensis Cry3Bbl1 and the genetic material {vector ZMIR13L) necessary for its production in event MON 863 corn
Guldsline Relsrence Number Guideline Study Name MRID Number * ' Submitter Status Note
Pilcher, C.D., J.K. McFerson and D.P. Ward (2001),
Agronomic Equivalency of Com Event MON B63
Hybnds s Det¢rmined in Year 2000 Field Trials. An Dated
unpublished study conducled by Monsante Company. 453484-03 Monsante Company OWN February 20, 2001
Pilcher, C.D. {2001). Efficacy of MON B63 Against
Com Rootworm and Comparison 10 Insecticide
Treatments — Results of Year 2000 Field Trials. An Dated
unpublished study conducied by Monsante Company. 453613-03 Monsanto Company OWN Murch 20, 2001
Administrative Matenals in Support of the Application
for Registruiion of Event MON 863: Com Rooiwerm
Protecied Com (Vecior ZMIR 1LY, EPA File Symbol Dated
524.LEI 454240-00 Monsanlo Company OWN May 21, 2001
Administrative Maierials in Support of the Application
for Registration of Event MON B63: Com Routworm
Protecied Com (Vector ZMIR E3LY, EPA File Symbol Dated
5M-LE] 455382-00 Monsanto Company OWN November §, 2001
Vaughn, T.T.. M. Pleav, R. Knutson and T, Coombe :
{2001). Comparing the Efficacy of MON 853 and MON
8621 1o Three Com Rociworm Species, Nonhern Com
Rootworm {Diabrorica burberr). Southem Com Dated
- | Roor Ha. undeci tata howardi), and Wes
Sy L i hngs g g s | 455382-08 Monsanto Company OWN November 5. 2001
Signawere © T 1 . Name and Title Date
o Dennis P. Ward, Ph.D February 13, 2003
Regulatory Affairs Mgr.
EPA Form 8570-35 {3-97) Elecironic and Paper varsions avallable. Submit only Paper version. Agency Intarnal Uase Capy

Monsanto Company : 00-CR-032E-17 Page [8 of 49
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. Form Approved OMB No. 2070-0060
vEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this callection of information is estimated to average 0.25 hours per response tor regisiration activitles and 0.25 hours par
response for reregistration and speclal review aclivities, Including time for reading the instructions and complating the necessary forms, Send commants regarding the burden estimate or any
other aspact of this collection of information, ineluding suggestions for reducing the burdan to: Diractor, QPPE Information Managament Division (2137), U.S. Enviranmental Protection Agancy,
401 M Strest, S.W., Washington, DC 204860, Do not send the form to this addrass.

DATA MATRIX
Date: February 13, 2003 . EPA Reg. No./File Symbol: 524-LEI | Page L5of L6
Applicant's/Registrant’s Name & Address: )
Monsanio Company,600 13" Street, N.W., Suite 660, Washingien, D.C. 20005 - Product: _ Corn Event MON 863
Ingredient Bacillis thuringiensis Cry3Bb1 and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guideline Referenca Number Guideline Study Name MAID Number __ Submitter Status - Note

Yaughn, T., D. Ward, J. Pershing. G. Head and J,
McFerson (2001} An Interim Insect Resistance
Management Plan for Com Evenl MON 863 A
Transgenic Com Rootwarm Control Product. MSL-

. Dated
17556 biished report d by Monsant
(oo B0 UIPUBIIShied feport prepared by Monsanto 455770-01 Monsanto Company OWN January 8, 2002

Ward, D. P. (2002}). Public Interest Assessmcnt
Supponing Registmiion of Baciffus thuringiensis
Cry3Bb1 Protein and the Genetic Maleriat {Vecior
ZMIR 1 3L} Necessary for its Production in Com Event

; Dated
MON .M 177606, h .
,‘,,C:.ff’?",h Eilrf.ﬁ @n unpublished eeport preparcd 456530.01 Monsanto Campany OWN Aprit 9, 2002

Miichell, P. D. (2002}, Yicld Benefit of Com Evenl
MON 863. MSL-t7782, an unpublished study conducted Dated
for Monsanto Company. 456530-02 Monsania Company OWN Aprl 9, 2002

Alston, ). M., ). Hyde and M. C. Marma (2002), An Ex
Ante Analysis of the Benefits from the Adopticn of
Monsanto's Com Rootwoerm Resistant Variewal

o .
Technology - Yield Rootworin, Report MSL-17993, an _ Dated
ropublished analysis conducted for Monsanto Company, 456923-01 Monsanto Company OWN Junie 10, 2002

Stone, T. (1993), Administrative Matenials in Support of

151.20 the Exemplion from the Requirement of 3 Telerance for Dated
‘Neomycin Phospholrensfernse li as a Plant Pesiicide Movember 23,
FormI~tion Inent Ingredient. 93-132E 430547-00 Monsanto Company OWN 1993
Signatirre . Name and Title Date
Dennis P. Ward, Ph.D February 13, 2003
Regulatory Affairs Mgr. :
EPA Form B570-35 (9-97) Electronlc and Paper varsions available, Submit onty Paper version. Agency Intarnal Use Copy

Monsanto Company 00-CR-032E-17 Page 19 of 49
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Ferm Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5.W.

Washlnglon, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to avarage 0.25 hours per responsa for ragistration activitles and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the nacessary forms. Send camments regarding the burden estimais or any
other aspect of this collection of information, including suggestions tor reducing tho burden to: Director, OPPE Information Management Divisian (2137), U.S. Environmaental Protection Agency.
401 M Street, 5.W., Washingion, DC 20460. Do not send the form to this address.

Dennis P. Ward, Ph.D
Repulatory Affairs Mar.

February 13, 2003

DATA MATRIX

Date: February 13, 2003 EPA Rag. No./File Sympol: 524-LEI | Page 16 of 16

Applicant's/Regisirant'’s Name & Address: -

Monsanto Company. 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product:  Corn Event MON 863

Ingredient  Bacillus thuringiensis Cry3Bb] and the genetic material {vector ZMIR13L) necessary for its production in event MON 863 carn

Guideline Raference Numbaer Guideling Study Name MRID Numbear Submitter Status Nota
Naylor, M, W, (1992}, Acute Oral Toxicity Study ol

152-30 Neomycin Phosphotranslerase (NPT} in Albino Mice. Daied
ML-91-409, an unpublished study conducted by November 23,
Monzanio Company 430547-01 Mansanto Company OWN 1993
Ream, ). E. {1993). Asscssment of Degradation of

152.30 Neomycin Phosphotransferase 1l in fn vitro Mammalian Dated
Digestion Models. IRC-9]-ANA-OE, an unpublished November 23,
study condutied by Monsanto Company 430933-02 Monsanto Company OWN 1933
Literature Cited in Submission Supponing the Exemption
from the Requirement of a Telerance for Lhe Plant Dated
Pesticide Formulation Inert Engredient Neomycin November 23,
Phosphotmnsierse L. 430547-02 PL 1993

Signature Name and Title Date

EPA Form B570-35 (9-97} Electronic and Paper versions available. Submit only Paper version.

Monsanto Company

00-CR-032E-17

Agency Internal Use Copy

Page 20 of 49




o~ i Form Appraved OMB No. 2070-0060
JEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Papsrwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to averaga 0,25 hours per rasgonse for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary lorms. Send comments regarding the burden astimate or any
other aspect of this collection of information, including suggestions for reducing 1he burden to: Director, OPPE Information Managemant Division (2137), U.S. Environmantal Protection Agency,
401 M Stresat, S W. Washingion, DG 20460. Do nol send the form to 1his address.

DATA MATRIX

Date: February 13, 2003 : EPA Reg. No./File Symbol: 524-LEl | Page 10of 16
Applicant's/Ragistrant's Name & Address:
Monsanto Company, 600 13™ Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingradient - Bacillus thuringiensis Cry3Bb| and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guideling Reference Number Guideline Study Name MRID Number - Submitter Status Nota
Dated
Monsanta Company OWN January 8. 2002
Dated
Monsanto Company OWN November §, 2001
Dated
Monsanto Company QOWN May 21, 2001
Dated
Mansanto Company OWN May 21, 2001
Dated
Mansanio Company OWN May 21, 2001
Signature ) S \' Name and Title Date
a /r] k’\\ Dennis P. Ward, Ph.D. February [3, 2003
_ ' . - Regulatory Affairs Mgr,
EPA Form B570-35 (3-897) Elsctronic and Paper verslons available, Submit only Paper version. Public Flle Copy

Monsante Company 00-CR-032E-17 Page 21 of 49
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3E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Stree?, S.W.
Washington, D.C. 20460

Form Approved OMB No, 2070-0060

401 M Strest, 5.W., Washington, BC 20460. Do not send the Jorm to this address.

Paperwork Reduction Act Notlce: The public riaporting burden for this collection of irtormation 1s estimated to average 0.25 hours per rasponse lor reglsiration activities and 0,25 hours per
response for reregistration and special review activities, Including time for reading the instructions and comptleting tha nacessary forms. Send commoents regarding the burden estimata or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U5, Environmentat Protection Agency,

DATA MATRIX
Date: February 13, 2003 EPA Reg. No.fFitg Symbel: 524-LEI | Page 2of 16
Applicant's/Registranl's Name & Address: !
Monsunto Company, 680 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
ingredien!  Bacillus thuringiensis Cry3Bb! and the genetic material (vector ZMIR13L) necessary for its productlion in event MON 863 corn
Guidsling Referance Number Guidaline Study Name MRID Number _Submitter Status Notg
Dated
Monsento Company DWHN June 20, 2000
Daled
Monsanto Company . OWN June 24, 1997
Dated
Monsanto Company OWN August 19, 1999
Dated
Monsanto Company OWN May 21, 200t
Dated
Monsanio Company OWN May 21, 200t
Signatrre Natne and Title Date
Dennis P, Ward, Ph.D. February 13, 2003
Regulatory Affairs Mgr, '

EPA Form 8576-35 {9-97} Etectronic and Papar versions avalable. Submil only Paper version.

Monsanto Company 00-CR-Q32E-17

Public Flle Copy

Page 22 of 49
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EPA : UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, B.C. 20460

Farm Approved OMB No. 2070-0060

401 M Slreat S.W., Washington, DC 20460. Do not send the form to this addrass.

Paperwork Raductlon Act Notice: The public reporiing burden for this collaclion of informalion Is gstimated to avarags 0.25 hours per respense for registration aclivitles and 0.25 hours per
responsa for reregistration and specia! review activities, Including time for reading the instructions and completing tha necessary forms: Sehd commaents ragarding the burden estimate or any
other aspact of this collection of Information, Including suggestions for reducing the burden te: Director, OPPE Information Managernent Division (2137}, U.S. Environmantal Protection Agency,

DATA MATRIX

Date: February 13, 2003

Applicant's/Registrant’s Name & Address;
Monsantc Company, 600 13“ Street, N.W., Suite 660, Washington, D.C. 20005

EPA Reg. No./Flle Symbol: 524-LEI Page 3 of 16

Product: Corn Event MON 863

Ingredient

Bacillus thuringiensis Cry3Bbl and the genetic material (vectar ZMIR13L) necessary for its production in cvent MON 863 corn

Signature

Guldaline Reference Numbar Guigsline Study Nama MRAID Numbear

Submitter Status Note
. ~ Dated
Monsanto Company OWN November 5, 2001
Dated
Monsanlo Company OWN May 21, 2001
Dated
Monzanio Company OWN April 7, 2001

Name and Title
Dennis P. Ward, Ph.D.
| Regulatory Affairs Mgr.

Date
February 13, 2003

EPA Form 8570-35 (9-87} Electronic and Papar versions availabla. Submlt oniy Paper varsion.

Monsanto Company 00-CR-032E-17

Public Flle Copy

Page 23 of 49
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SEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

Washington, D.C. 20460

Farm Approved QMB No. 2070-0060

401 M Strest, S W., Washlngion, DC 20460, Do not send the form to this address.

Paperwork Reduclion Act Notice: The public reporting burden for this coliection of Infarmation Is estimated to average 0.25 hours per response for reglstration activities and 0.25 hours par
responsa for reregistration and special review aclivities, including time for reading the instructions and completing the necessary torms. Send comments regarding the burden astimate or any
other aspec! of this collaction of intormation, including suggestions for raduging the burden to: Director, OPPE Information Management Division (2137), U.8. Envirgnmantal Protection Agency,

DATA MATRIX

Date: February 13, 2003
Applicant's/Registrant'’s Name & Address:

Monsanio Company, 600 13™ Street, N.W., Suite 660, Washington, D.C. 20005

Product: Corn Event MON 863

EPA Reg. No./File Symbol: 524-LEl | Pagedof 16

Ingradient

Bacitlus thuringiensis Cry3Bb| and the genetic material (vector ZMIR13L.) necessary for its production in event MON 863 corn

Guldeling Reference Numbar Guideline Study Name MRID Numbar Submitter Status Note
Dated
Maonsanto Company DOWN May 21, 2001
Dated
Monsanto Company QOWN Navember 5, 200!
Signatare - Name and Title Date
. Dennis P. Ward, Ph.D. February 13, 2003
Regulatory Affairs Magr.
EPA Form B570-35 {9-87) Elecironic and Papaer versions available. Submit only Paper version.

Monsanto Corﬁpany

00-CR-032E-17

Publlic Fite Copy

Page 24 of 49
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W. - '
Washington, D.C. 20460

Form Approved OMB No. 2070-0060

4H M Strest, S.W., Washington, PC 20460. Do not send the form (o this address.

Paparwork Reductlon Act Notice: The public reporting burdan for this collection of information Is estimated to average 0.25 hours per response for registration activitias and 0.25 hours par
response for reregistration and speclal review activities, Including time for reading ihe Instructions and completing the necessary forms. Send commaents regarding the burdan astimata or any
other aspect of this collection of Information, Including suggestions for reducing the burden to: Directar, OPPE Information Management Division {2137}, U.S. Environmental Protection Agency,

DATA MATRIX

7]

Signature

Dennis P. Ward, Ph.D.
Regulatory Affairs Mgr.

February 13, 2003

Date: Febroary 13, 2003 EPA Reg. No./File Symbol: 524-[.LEl | Page5of 16
Applicant's/Aeglstrant’s Name & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredient Bacillus thuringiensis Cry3Bb] and the genetic material {vector ZMIR13L) necessary far its production in event MON 863 corn
Guideline Refarence Numbar Guideling Study Name MRID Number -Submitter Status Note
Dated
Monsanto Company OWN May 21, 2001
Dated
Monsanto Company OWN November 5, 2001
Darted
November 5, 2001
Darted
January 8. 2002
Name and Title Date

EPA Form B570-35 (9-97) Electronic and Paper versions available. Submit only Papear verslon.

Monsanto Company 00-CR-032E-17

Publlc Flle Copy

Page 25 of 49
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.-

Washington, D.C. 20460

Paparwork Reduction Act Notlce: The public reporting burden tor this collection of information is estimated to average 0.25 hours per responsa for regisiratlon activities and 0.25 hours par
response for reregisiration and special review activities, including time for reading the insiructions and completing the necessary forms. Send comments regarding the burden astimate or any
other aspect of this collection of information, Inctuding suggestions fer reducing the burden to: Director, OPPE Informalion Management Division {2137}, U.S. Environmental Protaclion Agancy,
401 M Street, 5.W. Washington, DC 20460. Do net send the form to this address.

DATA MATRIX

EPA Reg. No./File Symbol; 524-LEI

Paga 6ol 16

Date: February 13, 2003
Applicant’s/Regisirant’s Name & Address:
Monsanto Company, 600 13" Street. N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredient  Bacillus thuringiensis Cry3Bb1 and the genetic material {vecior ZMIR13L) necessury for its production in event MON 863 corn
Guldeline Relarance Number Guideling Study Nama ' MRID Number - Subrmittar Status Nots
PL
——
S | Signature . T T Name and Title Date
- Dennis P. Ward, Ph.D. February (3, 2003
Regulatory Affairs Magr.

EPA Form B570-35 {9-87) Electronic and Papar varsions available. Submit only Paper varsion.

Monsanto Company

00-CR-032E-17

Public Flle Copy
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Form Approved OMB No, 2070-0060

OEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W..
Washington, D.C. 20460

401 M Stresl, S.W., Washington, DC 20460. Do not send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden lor this collection of information is astimated to average 0.25 hours per respanse for reglstration activities and 0.25 hours per
response for raregistration and special review activittes, Including time tor reading the instructions and campleting the necessary forms. Send comments regarding the burdan estimate or any
other aspect of this collection of Information, Including suggestions for reducing the burden 1o: Director, OPPE Information Management Division (2137, U.S. Environmental Protection Agency,

DATA MATRIX

Date: February 13, 2003 EPA Reg. No./File Symbal: 524-LLEl ]| Page 7of 16
Applicant's/Registrant’s Nama & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredient  Bacillus thuringiensis Cry3Bb1 and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn
Guldeline Beferance Number Guideline Study Name MAID Number . Submitter Status Nata
Dated
Monsanto Company OWN August 19, 1999
.
L]
LR
L]
-
Dated
Monsanto Company OWN August 19, 1999
Signature ", Name und Title Date
: Dennis P. Ward, Ph.D. February 13, 2003
Regulatory Affairs Mgr.

U

Mensanto Company ) 00-CR-032E-17

EPA Form B570-35 (9-97) Electronle and Paper versions available. Submit anly Paper version,
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

GEPA

Form Approved OMB No. 2070-0060

401 M Street, S W., Washingten, OC 20460. Do not send the lorm to this address.

Paperwork Reductlon Act Notlea: Tha public reporting burden for this collection of Information is astimated to average 0.25 hours per raspanse for ragistralion activities and 0.25 hours per
response for reregistration and speclal review activilles, Including time tor reading the Instructions and complseting the necessary ferms. Send commenls regarding the burden estimate or any
other aspect of this collection of information, including suggestiens for reducing tha burden to: Diractor, OPPE Information Management Division {2137), U.S. Environmental Protection Agancy,

DATA MATRIX
Date: February 13, 2003 EPA Rag. No./Flle Symbol: 524-LEI | Page8of 16
Applicanl's/Aegistrant's Name & Addrass: .
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingredient Bacillus thuringiensis Cry3Bb| and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guideline Relarence Number Guldseline Study Nama MRID Number Submitler Status Noto
Dated
Mansanto Company OWN Aupust 19, 1999
Dated
Monsanto Company OWN Augusl 19, 1999
Dated
. Monsanio Company QOWN August 19, 1599
- - Signature Name and Title Date
Dennis P. Ward, Ph.D. February 13, 2003
Regulatory Affairs Mgr.

EPA Form 8570-35 (9-97) Elactronic and Paper verslons available. Submit only Paper version.
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W. :

Washington, D.C. 20460

Paperwork Reduction Act Notice; The public reporting burdan for this collection of information 1s estimated to average 0.25 hours per respanse for registration activities and 0.25 hours per
responss for reregistration and specia! review activities, including time for reading the instructions and complating the necessary forms. Send commants ragarding the burden astimate or any
other aspect of this collection of information, Including suggestions for raducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmentat Protoction Agency.
401 M Sireet, 5.W., Washinglon, DT 20460. Do not send tha lorm to this address.

DATA MATRIX
Dats: February 13, 2003 EPA Reg. No./Filo Symbol: 524-LEI | Page 90f16
Applicant’s/Fegisirant's Name & Address: )
Monsanto Company. 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Praduct: Corn Event MON 63
Ingredisnt Bacillus thuringiensis Cry3Bb1 and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guideling Relerence Numbar Guldeline Study Name MRID Numbar Submitter Status Nota
Dated
Maonsante Cormpany OWN August 19, 1999
Drated
Monsanto Company OWN August 19, 1999
Daled
Monsento Company OWN August 19, 1999
Dated
Monsantg Company OWN February 20, 2001
Dated
Moansanto Company OWN March 20, 2001
Signature 7, Name and Title Date :
! Dennis P. Ward, Ph.D. February 13, 2003
Regulatory Affairs Mar.

EPA Form 857¢-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Monsanto Company

00-CR-032E-17

Public Flle Copy
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. . Form Approved OMB No. 2070-0060
vE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reductlon Act Notlce: The pubhc reporting burden for this collection of Information is astimated to averags 0.25 hours per rasponse for registration activitiss and 0.25 hours per
rasponse for reragistration and speclal review activities, Including timo for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspact of this collection of Information, Including suggestions for raducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmantal Protactron Agency,
401 M Street, 5.W., Washington, DC 20480. Do not send the form to this address.

DATA MATRIX

Cate: February 13, 2003 : ' EPA Reg. No./File Syibal: 524-LEI | Page I0af 16
Applicant’s/Rogistrant’s Name & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON B63
Ingredient  Bacilius thuringiensis Cry3Bbl and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guideling Referenca Number Guldeline Study Name MRID Number ~ Submittar Slatus Nota
Dated
Monsanto Company OWN March 20, 2001
Daled
Mensante Company QWN November 5, 2001
Dated
Monsanto Company OWN November 5, 2001
: Dated
Monsantg Cotnpany OWN November 5, 2001
Dated
: Monsanto Company QWN Novemnber §, 2001
= | Signature . L Name and Title _ Datc
~ ¥ ' : ' Dennis P. Ward, Ph.D. February 13, 2003
& : Regulatory Affairs Mar.
EPA Form 8570-35 {3-37) Elecironic and Paper versions available. Submit only Paper version. : Public Flle Copy
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" Farm Approved OMB Neo. 2070-0060
WE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notlce: The public reperting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and speclal review aclivitles, Including time for reading the instructions and completing the necessary lorms. Send comments regarding the burden estimate or any
cother aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Divislon {2137), U.S. Environmantal Proteclion Agency,
401 M Street S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX
Date: February 13, 2003 . EPA Reg. No./Flla Symbol; 524-LEI | Page (1of 16
Applicant's/Registrant's Name & Address;
Monsanto Company. 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Produet: Corn Event MON 863
ingredient _ Bacillus-thuringiensis Cry3Bb! and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guidsline Referance Numbar Guideline Study Name MRID Number I Submitter Status Nota
. Dated
Monsanto Company OWN January 8, 2002
- Dated
Monsanto Company OWN April 8, 2002
Dated
. Septermber 10,
Monsanto Cempany OWN 2002
Dated
Sepiember 10,
Monsanio Company OWN 2002
Dated
Monsanto Company OWN August 19, 1999
Signature * . 7 ) ) Name and Title Date
: . Dennis P. Ward, Ph.D. February 13, 2003
Regulatory Affairs Mgr.
EPA Form 8570-35 {8-97) Electronic and Paper versions avallablse. Submit only Paper version. Public File Copy
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" Form Approvad OMB No. 2070-0060
VE PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY :
401 M Street, S.W.
Washlﬂgton. D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burdan tor this collection of informalion is estimated to average 0.25 hours per response for ragistration activities and 0.25 hours par
rasponse for reregistration and speclal review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspact of this coliection of information, Including suggestions for reducing the burden to: Diractor, OPPE Information Management Division {2137), U.S. Environmental Protection Agency,

401 M Streot, 3.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: February 13, 2003 EPA Reg. No./File Symbol: 524-LEI | Paga 12of 16

Applicant's/Regisirant's Name & Address:
Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863

Bacillus thuringiensis Cry3Bb1 and the genetic material {vector ZMIR13L) necessary for its production in event MON 863 corn

Ingradient

Guldeling Refarenco Number Guldeling Study Name MRIZ Numbar Submittar Status Note
Dated
Monsanto Company August |19, 1999
Dated
Mansanto Company June 20, 2002
Signatare - ; Name and Title Date
: . Dennis P. Ward, Ph.D. February 13, 2003
Regulatory Affairs Mgr.

EPA Form 8570-35 {9-97} Electronlc and Paper versions avallabla. Submil only Paper versian.

Monsanto Company 00-CR-032E-17 Page 32 of 49




o ——

-3
-

n Form Approved OMB No. 2070-0060
EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporling burden for this collection of informatlon is estimated to averaga 0.25 hours per response for registration activities and 0.25 hours per
response for raregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send gcommaents regarding the burden estimate or any
other aspact of this collection of information, Inciuding suggestions for reducing the burden to: Diractor, OPPE Information Managemeni Division (2137), U.S. Environmental Pratection Agency,

401 M Streel, S.W. Washington, DC 20460. Do not send the lorm to this address.
DATA MATRIX
Date: February 13, 2003 . . EPA Reg. No./Flle Syrubo!: 524-LEIL | Page 130l 16
Applicant's/Registrani’s Name & Address:
Monsanto Company, 600 13" Sireet, N.W., Suite 660, Washington, D,C. 20005 Product: Corn Event MON 863
ingredient _ Bacillus thuringiensis Cry3Bb | and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn
Guideline Reference Numbar Guidoling Study Name MRID Number .Submitter Slatus Nate
Dated
Seplember 10,
Monsanto Company OWN 2002
Dated
Monsanio Company January 13, 2000
. Dated
Monsanto Company February 20, 2001
Signature Name and Title Date
Dennis P. Ward, Ph.D. February 13, 2003
Regulatory Affairs Mgr.
EPA Form 8570-35 (8-97} Electronic and Paper versions available. Submit only Paper version,
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

Washington, D.C. 20460

Form Approved QMB No. 2070-0060

401 M Streel, 5.W., Washingion, DC 20460, Do not send the form to this address.

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information Is estimated te average 0.25 hours per rasponse for registration activities and ¢.25 hours par
rasponse lor rerggistration and special review activities, Including time far reading the instructions and completing the necessary lorms. Send comments ragarding the burden estimate or any
other aspect of this collection of Information, including suggestions for raduting tha burden to: Director, OPPE Information Managament Division {2137), U.S. Envirgnmental Protection Agency,

Signature -

DATA MATRIX
Date: February 13, 2003 EPA Reg. No./File Symbol: 524-LEl | Page 14af |6
Applicant's/Regisirant’s Name & Address: )
Monsanto Company, 600 13™ Street, N.W., Suite 660, Washington, D.C. 20005 Prodect:  Corn Event MON 863
Ingredient  Bacillus thuringiensis Cry3Bbl and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn
Guidselina Reference Numbar Guideling Study Name MRID Number Submitter Status Note
Dated
Monsanio Company OWN February 20, 2001
Dated
Monsanio Company OWN Muarch 20, 2002
Dated
Monsanio Company QWN May 21, 2001
C Dated
At Monsanto Company OWN November 5, 2001
HEEES
» -
& sabd .
Dated
Monsanto Company OWN November 5, 2001

Name and Title
Dennis P. Ward, Ph.D.
Regulatory Affairs Mgr.

Date
February 13, 2003

EPA Form 8570-35 (9-87) Electronlc and Paper versions available. Submil only Paper varsion.

Monsanto Company

00-CR-032E-
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Public Fita Copy
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WE PA UNITED STATES ENVIRONMENTAL PHOTECTION AGENCY
' 401 M Street, S.W.
Washlng}on D.C. 20460

Paperwork Reduction Act Notlce: The public reportmg burden for this collection of infermation Is estimated to averaga 0.25 hours per response for registration aclivities and 0.25 hours par
rasponse for reregistration and special review activities, intluding time for reading the instructicns and completing the necassary forms. Send comments regarding the burden gstimate or any
other aspect of this colleclion of Information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division {21 37}, U.S. Environmental Protection Agency.
401 M Sireet, 5.W. Washington, DC 204£0. Do nol send the form to this address.

DATA MATRIX
Date: February 13, 2003 ' EPA Reg. No./File Symbol: 524-LEI | Page 150f16
Applicant's/Regisirant's Nama & Address:
Monsanto Company, 600 13™ Sireet, N.W., Suite 660, Washington, D.C. 20005 Praduct: Corn Event MON 863
Ingredient  Bacillus thuringiensis Cry3Bbi and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn
Guldeling Helerenca Number Guldeling Study Name MRID Number Submitter Status Note
Dated
Monsanla Company OWN January 8, 2002
Dated
Monsanto Company OWN April 9, 2002
Dated
Monsanto Company OWN April 9, 2002
Dated
Monsanlo Company OWN June 10, 2002
Dated
Movermber 23,
\ Monsanto Company OWN 1992
Signature © T - Name and Title Date
: Dennis P. Ward, Ph.D. February 13, 2003
Regulatory Affairs Mgr.
EPA Form 8570-35 (8-97) Electronic and Paper versions avallable. Submt only Paper varsion. Publlc Flla Copy
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Form Approved OMB No. 2070-0060

3E PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, SW.
: Washington, D.C. 20460
Paperwork Reductlon Act Notice: The public reporting burden for this colection of Information is estimated to avaraga 0.25 hours per responsa for ragistration activitles and 0.25 hours par

respense for reregistration and spacist review activities, inctuding time for reading the instructions and compieting the necessary forms. Send commenis regarding the burden estimate or any
other aspect ol this coltection of information, including suggestions for reducing the burden to: Director, OPPE Information Managemen Division (2137), U.5. Environmental Protection Agency,

401 M Streel, 5.W., Washington, DC 20460. Do not send tha form 1o Ihis addrass.

DATA MATRIX

Date: February 13, 2003 EPA Reg. No./Flle Syrabol: 524-LElI | Page {60l 16

Applicant's/Regislrant’s Name & Address:

Monsanto Company, 600 13" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863
Ingradient  Bacillus thuringiensis Cry3Bbl and the genelic material (vector ZMIR13L) necessary for sts production in event MON 863 corn
Guigeting Relorance Number Guldellng Study Name MAID Number ‘Submitter Status Nota

Dated
November 23,

Monsanto Company OWN 1993

Daled
Novenber 23,

Monszmto Company QWN 1993

Dated
November 23,
PL 1993

Signature : Name and Title Date
é Dennis P, Ward, Ph.D. - February 13, 2003
Regulatory Affairs Mgr. :
Public Flle Copy

EPA Form 8570-35 (9-57) Etecironie and Paper versions available. Submil onty Paper version,
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PRODUCT LABEL

Five copies of the proposed label for ‘Com Event MON 863: Rootworm Protected Comn’ are
attached. This label supersedes the label previously submitted to EPA, dated February 11, 2003.

ey
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Corn Event MON 863: Rootworm Protected Corn

[Alternate brand name: YieldGard Rootworm™: Rootworm Protection]

This product is effective in controlling damage caused by com rootworm larval feeding on com
roots.

Active Ingredient:

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its
production (ZMIR13L) in event MON 863 com...................... 0.001 - 0.006%

Other Ingredients:

Substance produced by a marker gene and the genetic material necessary for its
production (ZMIR13L) in event MON 863 com............... 0.00002 - 0.00003%

Percentage (wt/wt) on a dry weight basis.

Keep Out of Reach of Children

CAUTION

™ YieldGard Rootworm is a trademark of Monsanto Technology LLC
EPA Registration No. 524-LF]

EPA Establishment No. 524-MQ-002

©2003 Monsanto Company

700 Chesterfield Parkway West
St. Louis, MO 63017

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with this labeling.

The follewing information regarding commercial production must be included in the Event MON

863 Technology Use Guide.

Monsanto Company 00-CR-032E-17. Page 40 of 49



Insect Resistance Management

Growers of Comn Event MON 863: Rootworm Protected Comn must adhere to the following
refuge requirements. Growers must plant a structured refuge of at least 20% non-Com Event
MON 863 com.

Refuge planting options include: blocks, strips or border rows. Refuge acres must be planted
within or adjacent to the Corn Event MON 863 field. If blocks are implemented they must be
adjacent to the Comn Event MON 863 field. If row strips within a corn field are implemented,
then at least 6, and preferably 12 consecutive rows should be planted. If border rows are
implemented they should be surrounding the Com Event MON 863 field. '

Extemal refuges must be planted in fields adjacent to the Corn Event MON 863 fields.

The refuge and Corn Event MON 863 acres should be managed under comparable agronomic
regimes. Refuge and Corn Event MON 863 acres should both be irrigated if irrigation is used.
In regions where corn is cropped continuously, refuge and Corn Event MON 863 acres should be
planted in a continuous cropping regime. The refuge may be placed only on first-year corn acres
if the Event MON 863 com is planted on first-year com acres.

Growers have the option of applying conventional insecticides to the corn refuge for control of
comn rootworm larvae. Growers are not perrmtted to apply agents for control of adult com
rootwormn to the refuge as this would render the refuge less effective. If growers opt to treat for
other nsects present in the refuge while adult com rootworm are present, then the Corn Event
MON 863 acres must be treated in a like manner.

These refuge requirements do not apply to operations engaged in the propagation of inbred seed
cormn.

Corn Insects Controlled or Suppressed

Corn has been genetically transformed to produce the B.r. protein, Cry3Bbl, for coiirol or
suppression of the following coleopteran insects:

Western corn rootworm (Diabrotica virgifera virgifera)

Northern com rootworm (Diabrotica barberi)
Mexican corn rootworm (Diabrotica virgifera zeae)

Monsanto Company 00-CR-032E-17 Page 41 of 49
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MONSANTO

Amendment of the Application to Register a Bacillus thuringiensis
Cry3Bb1 Protein and the Genetic Material Necessary for its
Production (Vector ZMIR13L) in Event MON 863 Corn;
EPA File Symbol 524-LEI

CONFIDENTIAL ATTACHMENT

AUTHOR

Dennis P. Ward, Ph.D.
Regulatory Affairs Manager

DATE

February 13, 2003

SUBMITTING REGISTRANT
Monsanto Company
600 13" Street N.W.

Suite 660
Washington, DC 20005

MONSANTO REFERENCE No.

00-CR-032E-17

Confidential Attachment Monsanto 00-CR-032E-17 Page 1 of 4



CONFIDENTIAL BUSINESS INFORMATION

CBI Cross Reference Number 1 This cross reference number noted
on a place holder page is used in
place of the following whole page
at the indicated volume and page
references

The deleted Page is attached immediately behind this page.

Pages Reason for Deletion FIFRA Reference

37 & 38 Discloses commercial information S10(d)(1XA), (B) or (C)

b

Confidential Attachment Monsanto 00-CR-032E-17 Page 2 of 4
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Page is not 1nc1uded in this copy

Pages \‘Y}O\ through \O!D are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product inert impurities.

Descripfion of the product manufacturing process.
Description of quality control procedures.
Identity.of the source cof product ingredients.
Sales or other coﬁmercial/fi#ancial information.
A draft product.label.

t{ f&he product confidgntial statement of formula.
Information about a pending registration action,
FIFRA.registration data.

The document is a duplicate of page({s)

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please
contact the individual who prepared the response to your request.




MONSANTO ?i

Dennis P. Ward, Ph.D. MONSANTO CampaNy
Regulatory Affairs Marager 700 CHESTERFIELD Prwy NORTH
{636) 737-6631 CHESTERFIELD, MISSOUR 63198

PHONE [314] 94-1000
Fax (638} 737-7085
http:/f / www.monsanto.com

February 13, 2003

Document Processing Desk (APPL)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Attm:  Phillip O. Hutton, Team Leader 90

Subj:  Interim IRM plan for corn event MON 863 _ ..

Response to your request of February 12, 2003 s e
Dear Mr. Hutton:

Pursuant to your request for additional product durability simulations with the Caprio model,
we are providing the results of simulations with lower survival rates for susceptible rootworms.
These durability simulations supplement those provided to the Agency in a letter to Dr.
Andersen, dated December 13, 2002.

For this set of durability simulations, we have set the degree of dominance for a resistant allele
at 0.8 (a very conservative value) and have run the model with a 20% non-Cry3Bbl refuge.
Durability estimates are computed as a function of resistant rootworm survival and resistance
allele frequency. The results over a range of values are presented in Table 1 and graphically
presented in Figure 1.

Table 1. Caprio model simulations for corn rootworm rate of resistance to Cry3Bbl
protein produced in com event MON 863 computed as a function of susceptible insect
survival and resistance allele frequency. The degree of dominance for the remsta.nce allele
is set at 0.8 and the refuge size is set at 20%.

Years to Resistance Development
Survival (?’_,"j‘_) Allele Frequency = 0.01 | Allele Frequency = 0.001
10 7 years 9 years
30 10 years 13 years
50 16 years 23 years
80 >50 years =»50 years
00-CR-032E-18
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Mr. P. Hutton
02/13/2003
Page -2-

Figure 1. Graphic representation of Caprio model predictions for product durability as a

function of susceptible rootworm survival (S5) and resistance allele frequency. The
degree of dominance for the resistance allele is set at 0.8 and the refuge size is set at 20%.
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As indicated in our December 13" letter to Dr. Andersen, the results from three years of field
efficacy trials with com event MON 863, from which more than 7,500 plants were rated for root
damage, indicate that resistance allele frequency is actually lower than the conservative value
of 0.01. Furthermore, the results of these trials indicate that average susceptible insect survival
is 50%. Under a scenario where the resistance allele is assumed to be partially dominant (i.e.
0.8), occurring at a frequency of 0.01, and susceptible insect survival is 50%, then an extremely
conservative estimate of product durability would be 16 years with a 20% refuge. A more
reasonable prediction of product durability, where resistance allele frequency is 0.001, would be
23 years with a 20% refuge.

Should you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in our Washington office {202-383-2866) or me directly (636-737-

6631).
Sm@ | &

Dennis P. Ward

cc.  Mike Mendelschn, EPA /OPP/BPFD
Russell Schneider, Monsanto
Ty Vaughn, Monsanto

00-CR-032E-18 \(K’g_.
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FACSIMILE TRANSMISSION

MONSANTO COMPANY
MAIJL ZONE BE3N
700 CHESTERFIELD PARKWAY W,
ST. LOUIS, MO 63017 USA

February 12, 2003

TO : Robyn Rese
EPA/OPP/BPPD

FAX # 703-30B-7026

FROM : Dennis P. Ward, Ph.D.

Reguiatory Affairs Manager

Telephone:  1-836-737-6631
Telefax: 1-636-737-5343
ermail: dennis.p.ward @ monsanto.com

NUMBER OF PAGES {including cover}): 1
'MESSAGE: Robyn — The predictions for product durability based on a dominance value

of 0.8 with a 20% refuge, modeled as a function of SS survivebility and initial alleie
frequency are shown below. {'ll put this in a formal submission to Phil.

SS Value |Allele Frequency = 0.01 |Allele Frequency = 0.001 |
0 7 years 9 years .
0.3 10 years 13 years

0.5 16 years 23 years

0.8 »>30 years »>50 years

Durability as a function of 55 Survival
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Phil, per your request, here is the output from the Capric model using various 5SS values. Please
let me or Russ know il you need anything else. Sheila Schuette

Here is the first run at this and the parameters used. We have good evidence that 0.5 s a
realistic value for survival on average.” In the maost extreme cases, we have seen about 0.17
and as high as 0.95. The dominance value was held at 0.7 and refuge at 20%.

Here are the output values ior 20% retuge, heterozygote value of 0.7 {an intermediate level ol
dominance) and an initial aliele {requency of 0.001

sS8 Durability
Value

0.1 9

0.3 15

0.5 30

0.8 =100

Here are the values when the refuge is 20%, heterozygote frequency is 0.7 and an initiai
allele trequency i1s 0.01.

SS Durability

Value

0.1 7

0.3 11

0.5 20

08 >100

Durability as a function of SS Survival

__ 80

£ 50

Pt Allele Frequency =
> 40 — quency
= 0.01

z % Aliele F

= —m— Altele Frequency =
2 0.001

S 10

=]

D : : =
0 0.2 0.4 0.6 0.8 1
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MONSANTO

FACSIMILE TRANSMISSION

MONSANTO COMPANY
” MAIL ZONE BB3N
700 CHESTERFIELD PARKWAY W,
ST. LOUIS, MO 63017 USA

February 13, 2003
TO . Mike Mendelsohn
EPA/OPP/BPPD
FAX # . 703-308-7026
FROM : Dennis P, Ward, PFh.D,
Regulatory Affairs Manager
Telephone:  1-836-737-5631

Telefax: 1-836-737-5943
email; dennis.p.ward@monsantc.com

1

NUMBER OF PAGES {including cover). 3

MESSAGE: Mike — Would you please pass copies of the attached letter on to both Phil
and Robyn? Thanks.

U sFD \O\6
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MONSANTO

Monsanto CoMPaNY

Derwnis P. Ward, PhLD.
Regulatory Affairs Monoger
{636} 737-6831

700 CHESTERFIELD Pawy NGRTH
CHESTEAFIELD, MisTOUR: S3198
FONE [114} S54-1000

Fax [836) 737-7085

AT/ Swewrw mon3anio.com

February 13, 2003

- Document Processing Desk (APPL)
Office of Pesticide Programs (7504C) -
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2
1921 Jefferson Davis Highway
Arhngton, VA 22202-4501

Attn: Phillip O. Hutton, Team Leader 90

Subj: Interim IRM plan for corn event MON 863
Response to your request of February 12, 2003

Dear Mr. Hutton:

Pursuant to your request for additional product durability simulations with the Caprio model,
we are providing the results of simulations with lower survival rates for susceptible rootworms.
These durability simulations supplement those provided to the Agency in a letter to Dr.
Andersen, dated December 13, 2002. ’

For this set of durability simulations, we have set the degree of dominance for a resistant allele
at 0.8 (a very conservative value) and have run the model with a 20% non-Cry3Bbl refuge.
Durability estimates are computed as a function of resistant rootworm survival and resistance
allele frequency. The results over a range of values are presented in Table 1 and graphically
presented in Figure 1.

Table 1. Capro model simulations for com rochworm rate of resistance to Cry3Bbl
protein produced in corm event MON 863 computed as a function of susceptible insect
survival and resistance allele frequency. The degree of dominance for the resistance allele
is set at 0.8 and the refuge size is set at 20%.

Years to Resistance Development
Survival (%) | “Aliele Frequency = 0.01 | Allele Frequency = 0.001

0. 7 years 9 years

30 7 10 years 13 years
50 16 years 23 years
80 >50 years >50 years

14l
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Mr. P. Hutton
02/13/2003
" Page -2-

Figure 1. Graphic representation of Caprio model predictions for product durability as a

function of susceptible rootworm survival (S5) and resistance allele frequency. The
degree of dominance for the resistance allele is set at 0.8 and the refuge size is set at 20%.

Durability as a tunction of $S Survival
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a 0 By RS e 0.001

=  p——— s

= T e S oA B

<

0.4 0.6
. 85 Value

As indicated in our December 13" letter to Dr. Andersen, the results from three years of field
efficacy trials with corn event MON 863, from which more than 7,500 plants were rated for root
damage, indicate that resistance allele frequency is actually lower than the conservative value
of 0.01. Furthermore, the results of these trials indicate that average susceptible insect survival
i1s 50%. Under a scenario where the resistance allele is assumed to be partially dominant {i.e.
0.8}, occurring at a frequency of 0.01, and susceptible insect survival is 50%, then an extremely
conservative estimate of product durability would be 16 years with a 20% refuge. A more
reasonable prediction of product durability, where resistance allele frequency is 0.001, would be
23 years with a 20% refuge.

Should you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (636-737-

6631).

Dennis . Ward

cc: Mike Mendelsohn, EPA /OPP/BPPD
Russel! Schneider, Monsanto
Ty Vaughn, Monsanto

00-CR-032E-18 7 _,F )
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TIYTYYIYYYY™ Robyn Rose To: Robyn Rose
Yt cc:
‘©. 02/19/03 03:43 PM cc:
. . ‘ : Subject: Rootworm Bt carn

----- Forwarded by Phil Hutton/DC/USEPA/US on 02/07/03 12:51 PM -

Fred Gould . To: Sharlene Matten/DC/USEPA/US@EPA,
<tred_gould@ncsu.ed rose.robin@epamail.epa_gov, Phil Hutton/DC/USEPA/US@EPA
u> ce:

02/06/03 04:25 PM SUb]eCt. Rootworm Bt corn

Phii,

I contacted Sharlene about the Monsanto written response to the EPA SAP and
she said that | should contact you.

Monsanto indicates that the SAP concerns about initial resistance gene frequencies, and about
. quantitative genetic resistance are unwarranted based on theory and based on experiments that have
- been

performed.

The science in the Monsanto response is lacking. First of all they do not take into account the fact that
alleles for quantitative genetic resistance are expected, based on theory and past experiments to be at

higher frequencies
than major resistance genes. The only imes when resistance due to major genes and to quantilative

genetic variation is expected to
develop at the same rate is when gene frequencies are comparable. When there is a high degree of

quantitative genetic variation
resistance can evolve MUCH faster.

Monsanto indicates that the experiments they describe prove that resistance allele frequencies are low.
This is not true. Those experiments would

only have picked up major non-recessive genes for resistance. They could not detect anything about
minor genes.

Monsanto only looks at selection pressure that could be inferred from larval mortality. As written in the
2002 EPA SAP document, that is likely to be
an underestimate of the selection pressure, so it would underestimate the rale of resistance development.

Mensanto never addresses the issue of once you start with a 20% refuge it will be impossible to go back
to a substantially larger refuge, for social reasons.

[ feel ke Monsanto keeps avoiding the fact that the previous EPA SAPs (1998, 2001) specifically stated
that the BT cultivars had to be High Dose.
Monsanto has not provided scientific justification for a moderate dose approach.

If you need more details, pleasé let me know.

Fred

[ o‘f’ } \Q?



MONSANTO

Dennis P. Ward, Ph.D.
Regailatory Affairs Manager
(636) 737-6631 600 13TH STREET, N.W,

SUITE 640

WasHINGTON, D.C. 20005

. PHORE {202] 7H3-2500
Fax (202] 783-2448
htip:/ / www.mansanto.com

Mansanto Company

. February 11, 2003

Document Processing Desk (AFPPL)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Attn:  Phillip O. Hutton, Team Leader 90

Subj:  Amendment to application for registration of Corn Event MON 863
EPA File Symbol 524-LEI ‘

Dear Mr. Hutton:

In response to a request received from Mr. Mike Mendelsohn, we are providing a revised tabel
and Confidential Statement of Formula for Corn Event MON 863.

Enclosed with this submission are the following materials:
» Application for Pesticide (EPA Form 8570-1)
¢ Product label (5 copies)
« (Confidential attachment

Except for the materials contained in the Confidential Attachment and subject to the provisions
of FIFRA Section 10(g), Monsanto does not object to placement of materials contained in this
submission in the Public Docket.

Should you require any additional information regarding this submission please feel free to

contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (63¢-737-
6631).

Sincerely,

Dennis P. Ward, Ph.D.
Regulatory Affairs Manager

00-CR-032E-16 ’ \q 61



Mr. P. Hutton
2/11/2003
Page 2 of 15

Attt Administrative materials

cc:  Mike Mendelsohn, EPA /OPF/BPPD
Russell Schneider, Monsanto

00-CR-0G32E-16



Please read instruclions on reverse before completing form.

Form Approved. OMB No. 2070-0060. Approvat Expires 2-28-95

wEPA

United States

Environmental Protection Agency
Washington, DC 20460

QPP tdentifier
Number

D Registration

Amendment

D Other

Application for Pesticide — Section |

2. EPA Product Manager

3. Proposed Ctassification

1. Company/Product Number
File Symbo} 524-LEI

Company/Product (Name}
Com Event MON 863

Phillip O. Hutton
PM# :

90 None D Restricted

5. Name ang Address of Applicant {include ZIF Cadg)
Monsanio Company
600 13" St., N.W., Suite 660
Washington, DC 20005

D Check if this is 2 new address

6. Expedited Review. In accordance with FIFRA Section 3{c){3){8)(i}, my

product is similar or identical in composition and tabeting to:
EPA Reg. No.

Product Name

Section — i

]
L]

Amendment — Explain befow.
Resubmission in response to Agency letter dated

Notification - Exptain betow.

Final printed labels in response o
Agency felter dated

L
[ ]
[

“Me Too™ Applicalion.

Other — Explain below.

‘Explanation: Use additional page(s) if necessary. (For Seclion | anc Section !.)

Submission of revised labeling and CSF

Section -1l

1. Material This Product Wilt Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
D Yes* Yes Yes D Meta!
Plaslic
I:] No D No D No
[:, Glass
* Certification must #rYes” No. per 1f"Yes” No. per D Paper
be submitted Unil Packaging wgl. Container Package wgt. Comtainer D
Other
{Specity}

_ocation of Net Contents Information

D Label D Container

4. Size(s} Retail Container

5. Location of Label Dreclions
D Qn Label

D Cn Labeling accompanying producl

&. Manner in Which Label is Affixed lo Producl D Lithcgraph

D Qther

Paper gtued

D Stenciled

Section — 1V

1. Contact Point {Complete itemns direcily below for identification of individual io be contacled, if necessary, 1o process this applicalion }

Name Title

Russell P. Schneider

Regulatory Affairs Director

Tetephane Mz include Area Code)

{2€2) 333-2866

Certification

I cenify that the statements | have made on Jhis form and aii attachments thereto are true, accurale and compfel..
! acknowledge that any knowingly false or misteading statemen! may be punishable by fine or imprsonment or

both under applicable law.

{ 6. Dale Appticalion
l Received

_| (Stamped)

3. Tile

2 Signalu/feO é/
. gy o

Regulatory Affairs Manager

5. Date

4, T-yped Name
Denmis P. Ward Tel. (636) 737-6631

February 11, 2003 : 9’0\

EPA Form B570-1 {Rev. 3-94) Previous editions are absolete.

Monsanto Company

White - EPA File Copy (original}

00-CR-032E-16

L] o
Yelow - Applitant Copy
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CONFIDENTIAL STATEMENT OF FORMULA

{CBI Cross Reference Number 1}

)\t
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PRODUCT LABEL

The subject of this submission is a request for registration of Bacillus thuringiensis Cry3Bbl
protein and the genetic matenal (ZMIR13L) necessary for its production in all corn hines and
varieties containing event MON 863. A full and unrestricted FIFRA section 3 registration is
being sought to support commercialization of this product. Five copies of the proposed label for
‘Corn Event MON 863: Rootworm Protected Com Seed’ are attached. This label supersedes the
label previously submitted to EPA on February 4, 2003.

The proposed label is for the pesticidal protein, Cry3Bbl, contained within event MON 863 corn
seed. :

OV

Monsanto Company 00-CR-032E-16 Page 5 of 15



Plant-Incorporated Protectant Label

Corn Event MON 863: Rootworm Protected Corn Seed

[Alternate brand name: YieldGard® Rootworm: Roorworm Protection)

This package contains corn rootworm-protected corn seed producing Cry3BbI1, an insecticidal
protein from Bacillus thuringiensis (B.t). This protein is effective 1n controlling damage caused
by com rootworm {Diabrotica spp.) larval feeding on com roots.

Active Ingredient:

Comn-produced B.1. Cry3Bb] protein and the genetic material (vector ZMIR13L)
necessary for its production in comn event MON 863...................... 0.0096%

Other Ingredients:

Substance produced by a marker gene and the genetic matenal (vector ZMIR13L)
necessary for i1ts production in com event MON 863 .................... <0.00001%

Percentage (wt/wt) on a dry weight basis.

KEEP OUT OF REACH OF CHILDREN
CAUTION

® YieldGard 1s a trademark of Monsanto Technology LLC.
EPA Registration No. 524-528

EPA Establishment No. 524-MO-002

©2003 Monsanto Company

700 Chesterfield Parkway West
St. Louis, MO 63017

NET CONTENTS

i

Monsanto Company 00-CR-032E-16 Page 6 of 15
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Corn Event MON 863: Rootworm Protected Corn Seed

DIRECTIONS FOR USE

It is a violation of Federal law to use this seed in any manner inconsistent with this labeling.

Corn Insects Controlled or Suppressed

Com has been genetically transformed to produce the B.t. protein, Cry3Bbl, for control or
suppression of the following coleopteran insects:

Western corn rootworm (Diabrotica virgifera virgifera)
Northern com rootworm (Diabrotica barbert)
Mexican comn rootworm (Diabrotica virgifera zeae)

Insect Resistance Management

Growers of Com Event MON 863: Rootworm Protected Corn must adhere to the foliowing
refuge requirements. Growers must plant a structured refuge of at least 20% non-Com Event
MON 863 com.

Refuge planting options include: blocks, strips or border rows. Refuge acres must be planted
within or adjacent to the Com Event MON 863 field. If blocks are implemented they must be
adjacent to the Com Event MON 863 fieild. If row strips within a com field are implemented,
then at least 4, and preferably 12 consecuiive rows should be planted. If border rows are
implemented they should be surrounding the Com Event MON 863 field.

External refuges must be planted in fields adjacent to the Com Event MON 863 fields.

The refuge and Corn Event MON 863 acres should be managed under comparable agronomic
regimes. Refuge and Com Event MON 863 acres should both be irrigated if irrigation is used.
In regions where corn 1s cropped continuously, refuge and Corn Event MON 863 acres should be
planted in a continuous cropping regime. The refuge may be placed only on first-year corn acres
if the Event MON 863 corn is planted on first-year corn acres.

Growers have the option of applying conventional insecticide treatments, including seed
treatments or granular insecticides, to the com refuge for control of comn rootworm larvae.
(Growers are not permitted to apply agents for control of adult com rootworm to the refuge as this
would render the refuge less effective. If growers opt to treat for other insects present in the
refuge while adult com rootworm are present, then the Corn Event MON 863 acres must be
treated in a hke manner,

These refuge requirements do not apply to operations engaged in the propagation of inhred seed

corn | o :

+ E
L] - -
an &3
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MONSANTO

Amendment of the Application to Register a Bacillus
thuringiensis Cry3Bbl Protein and the Genetic Matenial (Vector
ZMIR13L) Necessary for its Production in Corn Event MON 863;
EPA File Symbol 524-1LEI

CONFIDENTIAL ATTACHMENT

AUTHOR

Dennis P. Ward, Ph.D.
Regulatory Affairs Manager

SUBMISSION DATE

February 11, 2003

SUBMITTING REGISTRANT
Monsanto Company
600 13™ Street N.W.

Suite 660
Washington, DC 20005

MONSANTO REFERENCE No.

o 00-CR-032E-16

Confidential Attachment Monsanto 00-CR-032E-16 Pagel ui3



CONFIDENTIAL BUSINESS INFORMATION

CBI Cross Reference Number 1 This cross reference number noted
on a place holder page is used in
place of the following whole page
at the indicated volume and page
references

The deleted Page is attached immediately behind this page.

Page Reason for Deletion FIFRA Reference ‘

4 Discloses commercial information §10(d)(1)(A), (B) or (C)

lyﬂ

Confidential Artachment Monsanto 00-CR-032E-16 Pégc 2ur3
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PagEZQC§€ is not included in this copy.

Pages through - are not included in this copy.

The material rot included contains the following type of
information:

Identity of product inert ingredients.

Identity of product inert impurities,.

Description of the product manufacturing process.
Description of guality control procedures.
Identity of the source of product ingredients,
Sales or other coﬁmercial/financial information.
:A draft product label.

{5 , The product confidgnfial statement of formula.
Information about a pending registration action.
FIFRA.registration data.

The document is a duplicate of page(s)

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please
contact the individual who prepared the response to ycur request.




MONSANTO

Denitis P, Ward, Ph.D.

Regulatory Affairs Manager

{636) 737-6631 400 1374 STREET, N.W.
SHTE b ,
WasHingron, D.C. 20005
PHONE {zéz} 783-2450
Fax (202} 7B3-2468

MonsanNTO COMPAKY

hitp: / Ferww MONsanio.com

: : February 4, 2003

Document Processing Desk (APPL)
Office of Pesticide Programs (7504C})
U.S. Environmental Protection Agency
Room 266A, Crystal Mall 2 '

1921 Jefferson Davis Highway
Arlington, VA 222024501

. m bwh

Attn:  Phillip O. Hutton, Team Leader 90 sesre e »

Subj:  Amendment to application for registration of Corn Event MON 863
EPA File Symbot 524-LEI

Dear Mr. Hutton:

In response to a request received from Mr. Mike Mendelsohn, we are providing an updated
Data Matrix for Monsanto’s application to register Corn Event MON 863. This updated matrix
indicates which of the data requirements for microbial pesticides {40 CFR §158.740) have been
satisfied or are not applicable to Cry3Bbl.

Monsanto is also providing revised labeling for Corn Event MON 863 as part of this
amendment. Lastly, we are notifying the Agency of the alternate brand name, YieldGard
Roctworm: Roeotworm Protection.

Enclosed with this submission are the folowing materials:
+ Application for Pesticide {EPA Form 8570-1)
¢ Certification with Respect to Citation of Data (EPA Form 8570-34)
e Data Matrix (EFA Form 8570-35)
» Product label (3 copies) '

Subject to the provisions of FIFRA Section 10(g), Monsanto does not object to placement of
materials contained in this subrission in the Public Docket.

00-CR-032E-15 . 90 Ql



Mr. P. Hutton
27412003
Page 2 of 45

Should you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in.our Washington office (202-383-2866) or me directly (636-737-
6631).

Sincerely,

10, |

Dennis P. Ward, Ph.D.
Regulatory Affairs Manager

Att:  Administrative materials

ce:  Mike Mendeisohn, EPA /OPP/BPPD
Russell Schneider, Monsanto

00-CR-032E-15



MONSANTO

Dennis P. Ward, Ph.D. ' Monsanie Company
Rrgulatory Affoirs Manoger 700 Chestertield Pkwy West
{636) 737-6631 Chesterficld, MO 63017

PHONE (314) 694-1000
FAX (636) 737-5943
AU pwww. monsanle.com

February 4, 2003

Document Processing Desk (APPL)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Room 266A, Crystal Mali 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Attm: Phillip O. Hutton, Team Leader 950

Subj: Amendment to application for registration of Corn Event MON 863
EPA File Symbol 524-LEI

Dear Mr. Hutton:

In response to a request received from Mr. Mike Mendelsohn, we are providing an updated
Data Matrix for Monsanto’s application to register Corn Event MON 863. This updated matnix
indicates which of the data requirements for microbial pesticides (40 CFR §158.740) have been
satisfied or are not applicable to Cry3Bbl. Monsanto is requesting a waiver from the
requirement to provide the studies that are deemed not applicable; justification for these data
waivers are contained within the attached data matrix.

Monsanto is also providing revised labeling for Corn Event MON 863 as part of this
amendment. Lastly, we are notifying the Agency of the alternate brand name, YieldGard
Rootworm: Rootworm Protection. :

Enclosed with this subrnission are the following materials:
. » Application for Pesticide (EPA Form 8570-1)
» Certification with Respect to Citation of Data (EPA Form 8570-34)
e Data Matrix (EPA Form 8570-35)
* Product label (5 copies)

Subject to the provisions of FIFRA Section 10(g), Monsanto does not object to placement of
materials contained in this submission in the Public Docket.

00-CR-032E-15 9 \ \



Mr. P. Hutton
27472003
Page 2 of 45

Should you require any additional information regarding this submission please feel free to
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly {636-737-

6631).

Dennis P. Ward, Ph.D.
Regulatory Affairs Manager

Att:  Administrative matenals:

cc:  Mike Mendelsohn, EPA /OPP/BPPD
Russell Schneider, Monsanto

00-CR-032E-15
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Page is not included in this copy.

PagES3}A§ througﬂg&| are not included in this copy.

The material not included contains the following type of

information:
Identity of
Identity of
Description
Description

Identity of

product inert ingredients.

product inert impurities.

of the product manufacturing process.,
of guality control proce&ures.

the source of product ingredients.

Sales or other commercial/financial information.

L

The product

Information

/ﬂ draft product label.

confidential statement of formula.

about a pending registration action.

FIFRA registration data.

The document is a duplicate of page(s)

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please
contact the individual who preparéd the response to your request.






